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In Re Application of: William J. Rea and Bertie B. Griffiths 

Serial No.: 08/902,692 

Attorney Docket: 16715CIP 
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Filed: July 30, 1997 

Examiner: Schwadron, R. 
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To: Assistant Commissioner of Patents 
Washington, D.C. 20231 



Sir: 

This is an appeal from the final Office Action mailed January 13, 2011 in the 
above-identified application for patent. 

A Notice of Appeal and fee, together with an Extension of Time Request and fee, was 
electronically filed via EFS-Web on July 12, 201 1 . 

A copy of the claims involved in the appeal is attached as the Claims Appendix (pp. 23-27). 

This Con-ected Brief is also supported by the Declaration of Dr. William J. Rea submitted 
on September 20, 2010 pursuant to 37 C.F.R. § 1.132. A copy of the Declaration is attached as 
Exhibit A (pp. 29-85) of the Evidence Appendix. 

Appellants' Appeal Brief was originally filed on Febmary 13, 2012, accompanied by the 
requisite fee set forth in 37 C.F.R. § 41.20(b)(2), together with a Petition for Extension of Time 
Under 37 C.F.R. 1 . 1 36(a) and fee, all by electronic fifing. This CoiTccted Brief for Appellants is 
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filed responsive to the PTO's Febmary 23, 2012 Notification of Non-Compliant Appeal Brief (37 
C.F.R. 41.37) stating that Section V, Summary of Claimed Subject Matter did not map claims 60 
and 70 (37 C.F.R. § 41.37(c)(l)(v)). 

I. REAL PARTY IN INTEREST 

The real parties in interest in this application are the named inventors, William J. Rea, 
Ph.D. and Bertie B. Griffiths, Ph.D., who are refeired to herein as the Appellants or Applicants. 
The application is not assigned. 

II. NO RELATED APPEALS OR INTERFERENCES 

There are no related appeals or interferences, except that Appellants took two previous 
appeals in this case to the Board of Patent Appeals and Interferences that were resolved in 
Appellants' favor before the Board had a chance to rale. 

III. STATUS OF CLAIMS 

Claims 1-7, 20, 22-31, 33-39, 65-66 and 68-69 have been canceled. Claims 8-19, 21, 
32 and 40-48 have been withdrawn from consideration as being drawn to non-elected inventions. 
Claims 49-64, 67 and 70 are pending in the application. 

Applicants are appealing the final rejection of pending Claims 49-64, 67 and 70. 

IV. STATUS OF AMENDMENTS 

No amendments have been filed subsequent to the final Office Action mailed 
January 13,2011. 

V. SUMMARY OF CLAIMED SUBJECT MATTER 
A. Explanation 

Applicants' invention as claimed is directed to "a method for treating a chemically 
sensitive individual." Although Claims 49-64, 67 and 70 are pending in the application and all 
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the claims do not stand or fall together, Claim 49 is representative as a summary of the invention: 

49. A method for treating a chemically sensitive individual 
having an iiTcgular cell cycle for T lymphocytes, the method 
comprising the steps of: 

(a) collecting a blood sample from the individual; 

(b) detemiining an initial status of the cell cycle for T 
lymphocytes; 

(c) isolating mixed T and B lymphocytes from the blood 
sample; 

(d) propagating the isolated mixed T and B lymphocytes to 
obtain propagated lymphocytes; 

(e) lysing the propagated lymphocytes to obtain a lysate; and 

(f) administering the lysate to the individual. 

The claimed method is supported by the specification, including the following general 
statement in the "Technical Field" section of the specification: 



This invention relates to a method of preparing and using an 
autogenous lymphocytic factor (ALF) for study, modification, 
and/or regulation of T and B lymphocyte parameters in a mammal, 
such as a human. The ALF is a substance derived from an 
individual's own nomial T and B lymphocytes isolated from a blood 
sample and then propagated in a cell culture, which is then 
administered to the same individual. This invention modulates the 
abnomial function and levels of the individual's T and B 
lymphocytes and subsets as measured, for example, by direct flow 
cytometry, skin sell mediated immunity (CMI) tests, and/or 
symptoms and signs scores. 

Specification at page 1 , line 1 1 - page 2, line 1 . 

The specification also states {emphasis added): "The regulatory effect can be objectively 
measured ... by detennining the individual's lymphocytic cell cycle . . . and also measured by cell 
mediated immunity by skin tests as well as symptoms and signs scores." Id. at page 1 1 , line 24 - 
page 1 2, line 3 . The specification states: "Significant changes were observed in patients treated 
with ALF. Changes were obsei-ved in improvement of overall clinical manifestations and 
immune studies. . . . [T]here were significant regulations of lymphocytic cell cycles . . . Patients 
became less sensitive to exposures and more tolerant to specific incitants." Id. at page 14, lines 
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1-7. The specification states: "The severity of hypersensitive reaction, fatigue, recuixent 
infections, depression, concentration seemed to improve significantly. . . . The frequencies of 
hypersensitive reaction, recurrent infections, fatigue, headaches, and depression were also 
altered." Id. at page 16, lines 19-22. 

B. Claim Mapping 

Pursuant to 37 C.F.R. § 41 .37(c)(l)(v), Applicants provide the following mapping for each 
of the rejected independent claims (Claim 49 has already been discussed with references to the 
specification but is mapped out of an abundance of caution): 

49. (Previously Amended) A method for treating a chemically sensitive individual 
having an irregular cell cycle for T lymphocytes (for "chemically sensitive" see Spec. 4:10-13, 
13:1 6-20; for "irregular cell cycle" see Spec. 1 3 :20-24; for "treating" see Spec. 1 1 :22-24, 14:1-14, 
16:19-22, 18:21-24, 20:16-20, 22:1-3), the method comprising the steps of 

(a) collecting a blood sample from the individual (Spec. 9:1 -2); 

(b) detennining an initial status of the cell cycle for T lymphocytes (Spec. 
6:12-15,7:10-23); 

(c) isolating mixed T and B lymphocytes from the blood sample (Spec. 
9:4-14); 

(d) propagating the isolated mixed T and B lymphocytes to obtain propagated 
lymphocytes (Spec. 9:15-24); 

(e) lysing the propagated lymphocytes to obtain a lysate (Spec. 10:1 -3); and 

(f) administering the lysate to the individual (Spec. 1 0:20-1 1:11). 

60. (Previously Amended) A method for treating a chemically sensitive individual 
having an iiTegular cell cycle for T lymphocytes (for "chemically sensitive" see Spec. 4:10-13, 
13:16-20; for "iiregular cell cycle" see Spec. 13:20-24; for "treating" see Spec. 1 1 :22-24, 14:1-14, 
16:19-22, 18:21-24, 20:16-20, 22:1-3), the method comprising the steps of 
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(a) collecting a blood sample from the individual by venipuncture in 
heparinized tubes (Spec. 9:1-2); 

(b) detennining an initial status of the cell cycle for T lymphocytes (Spec. 
6:12-15; 7:10-23); 

(c) isolating mixed T and B lymphocytes from the blood sample by: 

(i) separating the erythrocytes and neutrophils from the 
lymphocytes of the blood sample by a sodium diatrizoate and 
polysucrose density gi-adient technique to obtain a lymphocytic 
sample (Spec. 9:4-8); 

(ii) centrifuging the lymphocytic sample (Spec. 9:9); 

(iii) separating and combining the lymphocytic layers from the 
centriftiged lymphocytic sample (Spec. 9:10-1 1); and 

(iv) washing the combined lymphocytic layers to obtain the isolated 
mixed T and B lymphocytes (Spec. 9:12-14); 

(d) propagating the isolated mixed T and B lymphocytes to obtain 
propagated lymphocytes by: 

(i) culturing the isolated mixed T and B lymphocytes with a cell 
gi-owth medium at about 37"C (Spec. 9:15-20); 

(ii) centrifiaging the cultured lymphocytes (Spec. 9:21 -22) ; 

(ii) removing the supemate from the centrifuged lymphocytes (Spec. 
9:23); and 

(iv) washing the centrifuged lymphocytes in nomial saline with 

further centrifugation to obtain the propagated lymphocytes (Spec. 
9:23-24); 

(e) lysing the propagated lymphocytes to obtain a lysate by: 

(i) suspending the propagated lymphocytes in noiinal saline 
solution (Spec. 10:1); 

(ii) sonicating the suspended lymphocytes (Spec. 10:2); and 
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(iii) filtering the sonicated lymphocytes to obtain the lysate (Spec. 10:3); 
and 

(f) administering the lysate to the individual by: 

(i) detennining a therapeutic dose of the lysate by skin testing (Spec. 
10:20-11:8); and 

(ii) injecting the individual subcutaneously with the therapeutic 
dose of the lysate (Spec. 1 1 :9-l 1). 

70. (Previously Presented) A method for treating a chemically sensitive individual 
lymphocytes (for "chemically sensitive" see Spec. 4:10-13, 13:16-20; for "iiTcgular cell cycle" see 
Spec. 13:20-24; for "treating" 5ee Spec. 1 1 :22-24, 14:1-14, 16:19-22, 18:21-24,20:16-20,22:1-3), 
the method comprising the steps of: 

(a) collecting a blood sample from the individual (Spec. 9:1 -2); 

(b) detemiining an initial status of the cell cycle for T lymphocytes (Spec. 
6:12-15,7:10-23); 

(c) isolating mixed T and B lymphocytes from the blood sample (Spec. 
9:4-14); 

(d) propagating the isolated mixed T and B lymphocytes to obtain 
propagated lymphocytes (Spec. 9:15-24); 

(e) lysing the propagated lymphocytes to obtain a lysate (Spec. 10:1-3); and 

(f) administering the lysate to the individual (Spec. 10:20- 11:11). 

(It is Applicants' understanding that only a summary or "concise explanation" must be provided, 
so that the reference to the specification and figures required need only be sufficient to understand 
the claim and every reference in the specification need not be cited). 

VI. GROUNDS OF REJECTION TO BE REVIEWED ON APPEAL 

The gi-ounds of rejection to be reviewed on appeal are: whether Claims 49-64, 67 and 70 
are unpatentable under 35 U.S.C. § 1 12, f 1 , as failing to comply with the enablement requirement. 
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VII. ARGUMENT 

A. Grouping of Claims 

Appellants state that all the claims do not stand and fall together, and request the following 
gi-ouping of claims. 

Claims 49-64, 67 and 70 are currently pending in the application. Claims 49, 60 and 70 
are the only independent claims. 

Claims 49 and 60 include the preamble language "A method for treating a chemically 
sensitive individual having an in-egular cell cycle for T lymphocytes." Independent Claim 60 is a 
more specific claim. 

The preamble of Claim 70 does not include the language "having an iiTegular cell cycle for 
T lymphocytes." 

Regarding Claims 49-64 and 67, the specification provides evidence of enablement for use 
in treating certain individuals: those who are chemically sensitive and have an in-egular cell cycle 
for T lymphocytes. Regarding Claim 70, the specification provides evidence of enablement for 
use in treating those who are chemically sensitive. 

Accordingly, for the limited puiposes of this appeal. Applicants gi-oup and will argue the 
pending claims as follows: 

Group I: Claims 49-64 and 67 stand or fall together, and Applicants suggest that Claim 49 
is representative of this group; 

Group II: Claim 70 stands or falls separately. 

B. The Examiner Suggested "Chemically Sensitive"; Objection to Piecemeal 
Examination 

The piecemeal examination of this application is contrary to the policy of the Patent and 
Trademark Office. MPEP § 707.07(g). 

The independent claims were amended nearly 1 3 years ago to be directed to a method for 
treating "a chemically sensitive individual," which was originally suggested by the Examiner in a 
telephone conference on March 16, 1999, and which had been in the claims ever since. See the 
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Aiiiendmeiit filed April 17, 1999, page 4. (The claims as originally filed were directed to 
methods for regulating an ''abnormal lymphocytic cell cycle'' (claims 1-39) and for treating an 
individual ''having abnormal T and B lymphocyte parameters" (claims 40-48)). 

For the first time in 1 3 years, this language is used as the basis of a new rejection. This is 
after numerous rejections on various other piecemeal gi'ounds, all of which Applicants have 
overcome, including by making two different prior appeals to the Board of Patent Appeals and 
hiterferences. 

C. Summary of New Rejections Under 35 U.S.C. § 112, f 1 (Enablement) 

The 1/13/201 1 final Office Action rejected the claims under 35 U.S.C. §112, f 1, as failing 
to comply with the enablement requirement. The Examiner did not reject the claims for lack of 
utility or on the basis of prior art. 

In outline fomi, the new rejecfion is that the application does not "enable" a person of skill 
in the art to make and use the claimed invention, including the following arguments: 

*"chemical sensitivity" is not a defined diagnosis and cites 
an anonymous complaint filed with the Texas Medical Board 
questioning the validity of the diagnosis; 

*the claimed invention encompasses the treatment of a 
"plethora" of diseases; 

*the state of the art is "unpredictable"; 

*the evidence of Figures 2-A is unclear; 

*there is no "appropriate control group"; 

*the concentration of any protein from ALF would be below 
that used for any biological modifier to treat humans; 

*the description does not teach the fiill scope of the claimed 
invention without "undue experimentation." 
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D, Legal Standards 

To be enabling, the specification of a patent must teach those skilled in the art how to make 
and use the full scope of the claimed invention without "undue experimentation." In re Wright, 
999 F.2d 1557, 1561, 27 USPQ2d 1510, 1513 (Fed. Cir. 1993). The "invention" that must be 
enabled is that defined by the particular claim or claims of the patent or patent application. See 
MPEP § 2164.08 ("All questions of enablement are evaluated against the claimed subject 
matter."). 

It is not a requirement of patentability that an inventor correctly set forth, or even know, 
how or why the invention works. Newman v. Quigg, S71 F.2d 1575, 1581, 11 USPQ2d 1340, 
1 345 (Fed. Cir. 1 983). An inventor need not comprehend the scientific principles upon which the 
practical effectiveness of the invention rests. An expression of theory merely as a belief will not 
be used to limit the claims; indeed, § 112 does not require a statement of theory or belief 
Fromson v. Advance Offset Plate, Inc., 720 F.2d 1565, 1570, 219 USPQ 1137, 1140 (Fed. Cir. 
1983). "[Sjtatements that a physiological phenomenon was observed are not inherently suspect 
simply because the underlying basis for the observation cannot be predicted or explained." In re 
Cortright, 165 F.3d 1353, 1359, 49 USPQ2d 1464, 1469 (Fed. Cir. 1999). 

To make a rejection, the examiner has the initial burden to establish a reasonable basis to 
question the enablement provided for the claimed invention. In re Wright, 999 F.2d 1557, 1562, 
27 USPQ 2d 1510, 1513 (Fed. Cir. 1993); MPEP § 2164.04. Assuming that sufficient reason for 
such doubt does exist, a rejection for failure to teach how to make and/or use will be proper on that 
basis; such a rejection can be overcome by suitable proofs indicating that the teaching contained in 
the specification is traly enabling. In re Marzocchi, 439 F.2d 220, 224, 169 USPQ 367, 370 
(CCPA 1971). When a rejection is made on the basis that the disclosure lacks enablement, it is 
incumbent upon the Examiner to explain why he/she doubts the trath or accuracy of any statement 
in a supporting disclosure and to back up assertions with acceptable evidence or reasoning which is 
inconsistent with the contested statement. Id. 
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E. The Examiner Relied on Irrelevant, Unfounded and Prejudicial Allegations 

In the 1/13/201 1 final Office Action, on page 3, the Examiner states: 

... BaiTett (2007) discloses a complaint filed against 
Inventor Rea filed with the Texas Medical Board which questions 
the validity of the diagnosis and treatment of chemical sensitivity as 
proffered by Inventor Rea. . . . 

These allegations are iiTclevant, unfounded and prejudicial and should not be considered. 
9/20/2010 Declaration of William J. Rea, ^] 12-^20, Ex. A, pp. 30^31 . 

On August 27, 201 0, the referenced complaint was resolved by Mediated Agreed Order (a 
settlement agi-eement). 9/20/20 1 0 Declaration of William J. Rea, f 1 4, Ex. A, p. 30. The Agi-eed 
Order is a settlement agi'eement under the Rules of Evidence. Id. at p. 4, f 5; Kloeris v. Stockdale, 
2010 WL 141305, at *9 (Tex. App. - Houston [1st Dist.] 2010, pet. denied) (same; settlement 
agreements are not admissible to prove liability). 

The matter concerned different treatment methods (use of chemical antigens, oxygen 
treatments, etc.) not at issue in the present application for patent or the claims. See the Agi-eed 
Order, at p. 3, f 3; see also 9/20/2010 Declaration of WilHani J. Rea, ^ 16, Ex. A, p. 31 . This was 
not adjudicafion or findings. 9/20/201 0 Declarafion of WiUiam J. Rea, f 1 8, Ex. A, p. 3 1 . 

To settle that matter. Dr. Rea agreed to change the Infomied Consent documents used in his 
medical practice. 9/20/201 0 Declaration of William J. Rea, 1 2-20, Ex. A, pp. 30-3 1 . 

In addition, regarding the settiement Infomied Consent documents, it is not required that a 
method, especially a medical treatment help in every case. "Considerations made by the FDA for 
approving clinical trials are different from those made by the PTO in detennining whether a claim 
is enabled." MPEP § 2164.05, citing Scott v. Finney, 34 F.3d 1058, 1063, 32 USPQ2d 1115, 
1120 (Fed. Cir. 1994) ("Testing for Ml safety and effectiveness of a prosthetic device is more 
properly left to the [FDA]."). 

In the 1/13/201 1 final Office Action, on pages 2-3, the Examiner also states: 

... In addition, regarding Inventor Rea and the use of the factor 
recited in the claims (aka ALF aka autogenous lymphocytic factor). 
Hall indicates that is unclear if ALF can actually be used to treat 
disease (see pages 3-4). . . . 
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The reference to Hall (2009) is iiTelevant and prejudicial and should not be considered. 
9/20/201 0 Declaration of WilHam J. Rea, 24-25, Ex. A, pp. 32. Hall (2009) does not address 
the claimed subject matter in the present application for patent. Id. ^ 23 . Hall (2009) references 
a television "profile" on "Nightline" in 2008. Hall (2009), p. 2. Nightline is a popular television 
news show, not any kind of a scientific fomm. Id. f 24. 

F. The Examiner Failed to Consider Applicants' Evidence 

Apphcants submitted the September 20, 2010 Declaration of Dr. William J. Rea, Ex. A, in 
response to the 3/18/2010 non-final Office action. However, the Examiner ignored Applicants' 
evidence. The Examiner essentially repeated the prior rejection. Pages 2-6 of the 1/13/2011 
final Office Action appear to be a verbatim copy of the statements in the previous Office Action. 
The general statement "Applicants' arguments have been considered and not deemed persuasive" 
was inserted before repeating the same arguments. See Paragraph 3 on page 2. 

On page 6, the second to last paragraph, the phrase "Regarding applicants comments . . ." 
{was substituted for the previous "Regarding Wands factors 4-8" language), and then, rather than 
saying anything different, it essentially repeats again, apparently verbatim, the text of pages 2-6 at 
pages 7-1 0. The only difference between the two repeated sections appears to be the addition of 
two paragraphs of legal citations, one bridging pages 6-7 and the other in the middle of page 8, 
each paragi-aph including a citation to the MPEP and a few related legal cases. The Examiner did 
not respond to a single factual statement made in Dr. Rea's Declaration, Ex. A, or make any 
specific mention of it at all. 

Applicant's evidence must be considered. A declaration or affidavit is, itself, evidence 
that must be considered. MPEP § 2164.05. The examiner must then weigh all the evidence 
before him or her, including the specification and any new evidence supplied by applicant and 
decide whether the claimed invention is enabled. Id. See MPEP § 716.01: "Evidence 
traversing rejections must be considered by the examiner whenever present. ... Where the 
evidence is insufficient to overcome the rejection, the examiner must specifically explain why the 
evidence is insufficient." See also Inre Alton,! 6V .M \ \6%, 1 174, 37 USPQ2d 1578, 1583 (Fed. 
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Cir. 1996) (declarations relating to the written description requirement should have been 
considered). 

G. The Examiner Misinterprets the Specification 

The specification never asserts that chemical sensitivity "causes" or "is linked to" a 
"plethora" of diseases as the Examiner implies. 

The Examiner states "[t]he specification has not enabled the breadth of the claimed 
invention . . . because the use for the claimed methods is the in vivo treatment of a plethora of 
disease apparently linked to chemical sensitivity in humans." 1/1 3/201 1 final Office Action, p. 3. 
(Emphasis added). 

The Examiner refers to "the various diseases which the specification links to 'chemical 
sensitivity' (pages 1-4)" (1/13/201 1 final Office Action, p. 2, last % 3 lines from the bottom); and 
"a wide variety of diseases 'caused by chemical sensitivity'" (id., p. 3, first full % second line). 
Applicants cannot find where this proposition is supposedly asserted in the specification. Indeed, 
the phrase "caused by chemical sensitivity" is apparently puiportedly quoted fi-om the 
specification, but is not found in the specification. 

Contrary to the Examiner's implication, the specification states (at page 4, lines 6-20) 
(emphasis added): 

[T]he application of this invention is useful in the study of the 
immune system, and ... is not limited to the treatment of a certain 
category of individuals. For example, the method can be applied to 
the study and/or clinical treatment of individuals suffering from a 
suppressed, dysfunctional, or deregulated immune system for any 
number of possible causes. However, the emphasis of this 
invention is on the treatment of the individuals who have 
compromised immune systems that result in an abnormal 
susceptibilit)' to environmental chemicals (chemically sensitive).. . 

H. "Chemical Sensitivity" Refers to Symptoms, Not to Syndromes or Diseases 

In the 1/13/201 1 final Office Action (at pp. 2-3), the Examiner states (emphasis added): 
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... the term 'chemically sensitive individual' is not specifically 
defined in the specification. However, based on page 12, last 
paragraph, and page 15, last paragi-aph of the specification said 
patients apparently encompass those suffering from demiatitis, 
vasculitis, asthma, organic brain syndrome, gulf war syndrome or 
immune system specific suppression, dysfunction or deregulation 
and arthritis. However, Omie et al. indicates that it is unclear if a 
diagnostic entity such as the 'chemically sensitive individual' (aka 
multiple chemical sensitivity) with the aforementioned diseases 
actually occurs . . . 

The Examiner also states (at p. 3): 

The claimed invention encompasses the treatment of a wide 
variety of diseases 'caused by chemical sensitivity' including 
patients suffering from demiatitis, vasculitis, asthma, organic brain 
syndrome, gulf war syndrome or immune system specific 
suppression, dysfunction or deregulation and arthritis. The 
aforementioned collection of diseases would encompass a plethora 
of autoimmune and inflammatory diseases." 

Contrary to the Examiner's new inteipretation, "chemical sensitivity" or "chemically 
sensitive individual" refers to symptoms. 9/20/201 0 Declaration of William J. Rea, 27-3 1 , Ex. 
A, pp. 32-33. The specification defines and uses "chemically sensitive" refening to symptoms. 
9/20/2010 Declaration of William J. Rea, 32-35, Ex. A, p. 34. 

The specification (at page 4, lines 10-14) defines how the tenn "chemically sensitive" is 

being used in the specification and claims {emphasis added): 

... However, the emphasis of this invention is on the 
treatment of the individuals who have compromised immune 
systems that result in an abnormal susceptibility to environmental 
chemicals (chemically sensitive), pollens, dust, molds, food 
(allergies), bacteria and non-HIV virases with recuirent infections. 

In addition, the specification (at page 13, lines 16-19) identifies this principal 

characteristic of "chemically sensitive individuals": 

The total of 290 chemically sensitive individuals that were 
investigated in these studies were affected principally by 
enviromiiental incitants found in categories such as food, biological 
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inhalants, and chemicals. They presented histories of varied 
backgi'ounds, but common among them was that all showed 
in-egular cell cycles including T and B lymphocytes . . . 

The temi "chemically sensitive" individual is defined and used in the specification and 
claims with reference to symptoms, signs and abnormal laboratory data. 

The application does not use the temi "multiple chemical sensitivity." The claims are not 
directed to "multiple chemical sensitivity" (aka "MCS"). 9/20/2010 Declaration of William J. 
Rea, % 36, Ex. A, p. 34. "Multiple chemical sensitivity" ("MCS") refers to a syndrome. 
9/20/2010 Declaration of William J. Rea, 37-40, Ex. A, p. 35. "Chemical sensitivity" 
symptoms are not "multiple chemical sensitivity" syndrome and should not be equated. 
9/20/2010 Declaration of William J. Rea, % 41 , Ex. A, pp. 35-36. The claims are not directed to 
other diseases. 9/20/201 0 Declaration of William J. Rea, 33-34, Ex. A, p. 34. 

The Examiner's inteipretation is contrary to the specification and the record as a whole. 
See In re Sichert, 566 F.2d 1154, 1160-61, 196 USPQ 209, 214 (CCPA 1977) (in patent 
application for therapeutical compositions for treating lymphatic congestions, rejection for lack of 
enablement was improper, since there was no need for a disclosure as to which diseases are 
encompassed by the temi "lymphatic congestions" when the meaning of that term was limited to 
simple lymphatic congestion (clogged lymph vessels) and did not extend to the causes or results of 
lymphatic congestion (various therapy resistant diseases); "The record clearly shows that the 
compositions were developed for the 'activation and regeneration of the lymphatic vessels . . .; that 
one of the criteria for determining the effectiveness of the composition is the 'tendency of the 
swellings of the tissues to decrease . . .; that these compounds are 'suited to diminish inflammatory 
changes in the lymphatic system . . . ; and that the result of treatment is 'the effective drainage of the 
entire lymphatic system."). For the reverse situation see Rapoport v. Dement, 254 F.3d 1053, 
1058-60, 59 USPQ2d 1215, 1219-20 (Fed. Cir. 2001) (senior party's claims were not anticipated, 
since temi "treatment of sleep apneas" in patent interference count refeixed only to treatment of 
underlying sleep disorder itself and not to treatment of secondary symptoms; ordinary meaning of 
tenn refeired to treatment of underlying disorder, written description defined "sleep apneas" in 
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terms of underlying disorder, and description of efficacy of claimed treatment method only 
addressed its effect on underlying disorder). 

Here, the specification describes the efficacy of the claimed method in teims of its effect on 
symptoms. 

For example, the specification states (at page 1 1 , line 22 - page 12, line 3): 

Initial clinical testing indicates that a first treatment . . . can have a 
significant effect on improving the individual's T and B lymphocyte 
parameters. The regulatory effect can be objectively measured 
by detemiining the individual's lymphocytic cell cycle ... and also 
measured by cell mediated immunity by skin tests as well as 
symptoms and signs scores. 

The specification also states (at page 14, lines 1-7): 

Significant changes were observed in patients treated with ALF. 
Changes were obsei-ved in improvement of overall clinical 
manifestations and immune studies. ... [TJhere were significant 
regulations of lymphocytic cell cycles . . . Patients became less 
sensitive to exposures and more tolerant to specific incitants. 

The specification states (at page 16, lines 19-22): 

The severity of hypersensitive reaction, fatigue, recuiTcnt 
infections, depression, concentration seemed to improve 
significantiy. ... The frequencies of hypersensitive reaction, 
recun-ent infections, fatigue, headaches, and depression were also 
altered. 

The specification explains that: "[T]he hypersensitivity reactions markedly decreased or 
disappeared. ... [R]ecuiTent infection, fatigue, headaches, depression, concentration, even 
gastrointestinal upsets were also improved." Id. at page 1 8, lines 21-24. 

The specification states: "Symptoms and signs scores are seen in TABLE 1 5 and TABLE 
1 6. Significant improvement occuiTcd . . . The severity of hypersensitive reaction, fatigue, 
recun-ent infections, depression, concentration seemed to improve significantly. The frequencies 
of hypersensitive reaction, recuiTcnt infections, fatigue, headaches, and depression were also 
altered." Id. at page 20, lines 16-20. The specification also states: "TABLE 22 shows a case 
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Study of one ... HIV-positive patient ... After restarting the ALF treatment, all her clinical 
symptoms disappeared again." Id. at page 22, lines 6-12. 

I. "Treating" Does Not Mean "Normalizing" the Irregular Cell Cycle for T 
Lymphocytes 

The 1/13/201 1 final Office Action overstates the scope of the claimed invention, on page 3 
{emphasis added): 

Regarding the use of the claimed method to regulate an abnomial 
lymphocytic cell cycle of continuously dividing T and B 
lymphocytes in a mammal wherein said method encompasses the in 
vivo treatment of humans, there is no evidence in the specification 
that such regulation has been achieved using the claimed method. 
Regarding Wands factors 1-3, the claimed method encompasses a 
method wherein according to the specification the abnomial 
lymphocytic cell cycle of continuously dividing T and B 
lymphocytes in a mammal is normalized. 

Pending claims 49-64 and 67 are directed to "A method for treating a chemically sensitive 
individual having an iiTcgular cell cycle for T lymphocytes . . .." Claim 70 is similar to pending 
Claim 49 except that the preamble does not include the language "having an iiTegular cell cycle for 
T lymphocytes." 

In addition, the specification and claims do not require the irregular cell cycle for 
T lymphocytes be ''normalized.'" Of course, this is a desired goal, but the claims are directed to 
''treating,'" which is illuminated by the specification: 

. . . treating the individual with a therapeutic amount of the ALF, and detemiining 
the individual's lymphocytic cell cycle to obsei-ve any regulatory effect on the 
lymphocytic cell cycle and subsets. 

Specification, page 6, lines 16^18. 
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... As treatment [with ALF] continued, in general, in about six 
weeks a more drastic shift toward that of a normal profile was 
obsen'ed. 

Specification, page 14, lines 8-9 (emphasis added). 

It is for the invention as claimed that enablement must exist. The temi "nomializing" 
does not appear in the claims. The claims state no standard of regulation. The application and 
claims do not require complete regulation, but is a basis for regulation of the cell cycle. 
9/20/2010 Declaration of William J. Rea, •i^ 47-49, Ex. A, pp. 37-38. See CFMT Inc. v. Yieldup 
Int'l Corp., 349 F.3d 1333, 1338, 68 USPQ2d 1940, 1944 (Fed. Cir. 2003) (when an invention 
claims a general system to improve the cleaning process for semiconductor wafers, the disclosure 
enables that invention by showing improvements in the overall system; if a patent claimed a 
system that achieved cleanliness up to a specified numerical particle-free range, then enablement 
would require disclosure of a method that enables one of ordinary skill to achieve that range 
without undue experimentation; "The claims of the '532 and '123 patents state no standard of 
cleaning. ... fCJleaning in the context of this invention means generally removing 
contaminants from the wafer surface." (Emphasis added.)); In re Cortright, 165 F.3d 1353, 1359, 
49 USPQ2d 1464, 1468 (Fed. Cir. 1999) ("[0]ne of ordinary skill would not construe 'restoring 
hair growth ' to mean 'returning the user's hair to its original state, as the board required. To 
the contrary, consistent with Cortright' s disclosure and that of other references, one of ordinary 
skill would constme this phrase as meaning that the claimed method increases the amount of hair 
gi-own on the scalp, but does not necessarily produce a full head of hair. Properly construed, 
claim 1 is amply supported by the written description because Example 1 discloses the amount of 
Bag Balm® to apply (about one teaspoon daily) and the amount of time (about one month) in 
which to expect results. These dosing instructions enable one of ordinary skill to practice the 
claimed invention without the need for any experimentation." (Emphasis added.)) See also, 
Bristol-Myers Squibb v. Ben Venue Labs., Inc., 246 F.3d 1368, 1375-76, 58 USPQ2d 1508, 1513 
(Fed. Cir. 2001) (preamble language "for reducing hematologic toxicity" was "non-limiting, and 
merely express[ed] a puipose of reducing hematological toxicity . . . The steps of the . . . method are 
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perfomied in the same way regardless whether or not the patient experiences a reduction in 
hematologic toxicity . . ."). 

J. Applicants' Evidence of Treating an Irregular Cell Cycle for T Lymphocytes; 
No Undue Experimentation 

The Examiner complains that the data in Figures 2-4 "provides no infomiation about the 
cell cycle of human peripheral B lymphocytes from 'nomial' volunteers." (1/13/2011 final 
Office Action, p. 4). But the nomial cell cycle for both T and B lymphocytes was well known at 
the time the invention was made and the application was filed. 9/20/201 0 Declaration of William 
J. Rea, 50-56, Ex. A, pp. 38-39. The specification evidences improvement in the cell cycle for 
T lymphocytes. 9/20/2010 Declaration of William J. Rea, 57-67, Ex. A, pp. 39-42. In the 
1/13/2011 final Office Action, on page 4, the Examiner continues: "Figures 3a-3c purport to 
show the 'in-egular cell cycle profiles from environmentally compromised individuals.' There is 
no disclosure as to what cells are refeiTcd to in said figure ..." However, it is clear from the 
specification that unless otherwise specified, the "cell cycle" refers to the cell cycle for mixed T 
and B lymphocytes, including all subsets, which is disclosed to present a reflection of the status of 
the T lymphocytes, including all subsets. No other inteipretation is reasonable. 9/20/2010 
Declaration of William J. Rea, ^ 61, Ex. A, p. 40. 

Among other evidence provided in the specification, the written description states: 

Significant changes were typically absented in patients 
treated with ALF. Changes were observed in improvement of 
overall clinical manifestations and immune studies. With regard to 
clinical manifestations, minimal symptoms (which were improved 
over the onset symptoms) continued after three weeks of continued 
therapy with ALF. Immunologically, there were significant 
regulations of cell cycles, especially fi^om one phase of the cycle to 
another, and changes in T and B lymphocyte numbers and 
functions. Patients became less sensitive to exposures and more 
tolerant to specific incitants. As treatment continued, in general, in 
about six weeks a more drastic shift toward that of a normal profile 
was observed. 

Specification, page 14, lines 1-8 {emphasis added). 
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The Examiner also states (p. 4) that "it appears that the cell cycle of untreated patients in 
Figure 4a more closely approximates that seen in the nomial controls . . . ." Figures 4a-c represent 
a single case histoiy. These figures illustrate to a person of skill in the art a drastic improvement 
in the cell cycle, which is a reflection of the improvement of the cell cycle for T lymphocytes. 
9/20/2010 Declaration of WiUiam J. Rea, % 67, Ex. A, pp. 41-42. 

In addition, the claims do not require regulation of the cell cycle in patients suffering from 
autoimmune disease. 9/20/201 0 Declaration of William J. Rea, 68-70, Ex. A, p. 42. 

The results obtained are too large to attribute to the placebo effect or any of the other 
therapies or treatments that had been used until that time in environmental medicine. 9/20/201 0 
Declaration of William J. Rea, 71-72, Ex. A, pp. 42-43. In addition, a theoretical explanation 
was offered in the specification. 9/20/201 0 Declaration of William J. Rea, •^1 73-74, Ex. A, p. 43. 

Under the Wands factors, no undue experimentation would be required. Preliminary 
evidence was provided at the time of filing the application of some highly successful treatments 
according to the claimed invention, in rate of response, degree of response, and frequency of 
response that could only be attributed to the new treatment with ALF. The specification provides 
a "cook book" example of the procedure for practicing the invention. The statements contained in 
the written description regarding the scope of the claimed invention as set forth in the presently 
pending claims are supported by the data presented. The level of the skill regarding the subject 
matter of the claimed invention is high. Based on the description in the specification and the 
above factors, there is no requirement for "undue experimentation." A person of skill in the art, 
based on the invention disclosure and with good financial and time resources, could conduct 
additional testing and clinical trials using the invention to elucidate the cause-and-effect 
relationships involved. 9/20/2010 Declaration of William J. Rea, ff 75-79, Ex. A, pp. 43-44. 

The enablement requirement of § 1 12 is satisfied when an application describes a claimed 
invention in a manner that pennits one of ordinary skill in the art to practice it, without undue 
experimentation. MPEP § 2164.01 . Thus, the mere fact that experimentation might be required 
is insufficient to support an enablement rejection. Further, even complex experimentation is not 
necessarily undue. MPEP §2164.01. 
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Even if experimentation may be required in this case, it would not be undue. The question 
of enablement is one of predictability in view of what is known in the art. Consequently, the 
amount of guidance or direction needed to satisfy the enablement requirement is inversely related 
to the amount of knowledge in the state of the art as well as the predictability in the art. MPEP § 
2164.03. 

The specific question of whether experimentation is "undue" is detennined based on the 
following eight Wands factors: 

1 . Breadth of the claims; 

2. Nature of the invention; 

3. State of the prior art; 

4. Level of ordinary skill in the art; 

5. Predictability of the art; 

6. Amount of direction provided in the specification; 

7. Any working examples; and 

8. Quantity of experimentation needed relative to the disclosure. 

MPEP § 2164.01(a), citing In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 
1 988). Further, a proper analysis of whether any experimentation is undue requires an analysis of 
all of the pertinent Wands factors. MPEP § 2164.01(a) (emphasis added). It is improper to 
conclude that a disclosure is not enabling based on an analysis of only one of the above factors 
while ignoring one or more of the others. Id. 

The Applicants' preliminary work adequately establishes that the methods would have 
application beyond the specific work reported in the specification. A patent is not required to rise 
to the level of testing required for new drag approval or drag efficacy claims, but must be merely 
sufficient to teach to a person of ordinary skill in the art how to make and use the invention without 
undue experimentation. Based on the Applicants' specification, a person of skill in the art would 
certainly be able to appreciate the invention and conduct any further routine studies that may be 
desirable, including regarding the cell cycles of any of the lymphocytes, detemiine an initial status 
of a lymphocytic cell cycle of the individual, make ALF according to the method, administer the 
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ALF to the individual, and observe the effects on the cell cycle of the individual's lymphocytes, all 
according to the teaching of the specification and as claimed. 

In view of the foregoing, Applicants respectfully submit that a person of ordinary skill in 
the art would be able to make and use the claimed invention, despite any experimentation that 
might be required. Applicants further submit that this conclusion is buttressed by the amount of 
knowledge in the state of the art as well as the predictability of the art, as well as the majority of 
Wands factors that weigh in favor of enablement. Therefore, the present application adequately 
enables the claimed invention. 

K. Claim 70 Does Not Recite "Having an Irregular Cell Cycle for T 
Lymphocytes" 

Claim 70 is argued separately only to point out there is even less justification for reading a 
"nomializing" standard into Claim 70 (subhead I, supra). 

Claim 70 is similar to pending Claim 49 except that the preamble does not include the 
language "having an iixegular cell cycle for T lymphocytes." 

Regarding Claims 49-64 and 67, the specification provides evidence of enablement for use 
in treating certain individuals: those who are chemically sensitive and have an in-egular cell cycle 
for T lymphocytes. Regarding Claim 70, the specification provides evidence of enablement for 
use in treating those who are chemically sensitive. 

As discussed (above subhead I), "treating," properly constraed, does not mean 
"nomializing" the iiregular cell cycle for T lymphocytes. This inteipretation is even more 
compelling regarding Claim 70, which does not recite "having an iixegular cell cycle for T 
lymphocytes." 

L. Conclusion 

Based on the foregoing evidence, arguments, and authorities, it is respectfully requested 
that the rejection of pending Claims 49-64, 67 and 70 under 35 U.S.C. § 1 12, first paragi'aph, be 
reversed and the application be allowed for issue. 
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VIII. CLAIMS APPENDIX 



1-7. 


Canceled. 


8-19. 


Withdrawn. 


20. 


Canceled. 


21. 


Withdrawn. 


22-31. 


Canceled. 


32. 


Withdrawn. 


33-39. 


Canceled. 


40-48. 


Withdrawn. 



49. (Previously Amended) A method for treating a chemically sensitive individual 
having an iiTCgular cell cycle for T lymphocytes, the method comprising the steps of: 

(a) collecting a blood sample from the individual; 

(b) detennining an initial status of the cell cycle for T lymphocytes; 

(c) isolating mixed T and B lymphocytes from the blood sample; 

(d) propagating the isolated mixed T and B lymphocytes to obtain propagated 
lymphocytes; 

(e) lysing the propagated lymphocytes to obtain a lysate; and 

(f) administering the lysate to the individual. 

50. (Previously Presented) The method according to Claim 49, wherein the step of 
collecting a blood sample further comprises the step of: collecting the blood sample from the 
individual by venipuncture in heparinized tubes. 

5 1 . (Previously Amended) The method according to Claim 49, wherein the step of 
isolating mixed T and B lymphocytes from the blood sample further comprises the steps of: 
separating the erytliroc>4es and neutrophils from the lymphocytes of the blood sample by a sodium 
diatrizoate and polysucrose density gradient technique to obtain a lymphocytic sample; 
centrifuging the lymphocytic sample; separating and combining the lymphocytic layers from the 
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ceiitrifuged lymphocytic sample; and washing the combined lymphocytic layers to obtain the 
isolated mixed T and B lymphocytes. 

52. (Previously Presented) The method according to Claim 49, wherein the step of 
propagating the isolated mixed T and B lymphocytes further comprises the steps of: culturing the 
isolated mixed T and B lymphocytes with a cell growth medium at about 37"C. 

53. (Previously Presented) The method according to Claim 52, wherein the cell 
gi'owth medium is supplemented with bovine calf semni. 

54. (Previously Presented) The method according to Claim 52, wherein the step of 
propagating the lymphocytes further comprises the steps of: centrifuging the cultured 
lymphocytes; removing the supemate from the centrifuged lymphocytes; and washing the 
centrifuged lymphocytes in nomial saline with further centrifugation to obtain the propagated 
lymphocytes. 

55. (Previously Presented) The method according to Claim 49, wherein the step of 
lysing the propagated lymphocytes further comprises the steps of: suspending the propagated 
lymphocytes in nomial saline solution; sonicating the suspended lymphocytes; and filtering the 
sonicated lymphocytes to obtain the lysate. 

56. (Previously Presented) The method according to Claim 49, wherein the step of 
administering the lysate to the individual further comprises the step of: detemiining a therapeutic 
dose of the lysate by skin testing. 

57. (Previously Presented) The method according to Claim 56, wherein the step of 
administering the lysate to the individual comprises the step of: injecting the individual 
subcutaneously with the therapeutic dose of the lysate. 
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58. (Previously Presented) The method according to Claim 57, further comprising the 
step of: injecting the individual subcutaneously with at least one additional therapeutic dose of 
the lysate. 

59. (Previously Presented) The method according to Claim 49, further comprising the 
steps of: measuring the clinical symptoms and signs of the individual before administering the 
lysate, and then measuring clinical symptoms and signs of the individual after administering the 
lysate. 

60. (Previously Amended) A method for treating a chemically sensitive individual 
having an irregular cell cycle for T lymphocytes, the method comprising the steps of: 

(a) collecting a blood sample fi-oni the individual by venipuncture in 
heparinized tubes; 

(b) detemiining an initial status of the cell cycle for T lymphocytes; 

(c) isolating mixed T and B lymphocytes from the blood sample 
by: 

(i) separating the erythrocytes and neutrophils from the 
lymphocytes of the blood sample by a sodium diatrizoate and 
polysucrose density gi-adient technique to obtain a lymphocytic 
sample; 

(ii) centrifuging the lymphocytic sample; 

(iii) separating and combining the lymphocytic layers from the 
centrifuged lymphocytic sample; and 

(iv) washing the combined lymphocytic layers to obtain the isolated 
mixed T and B lymphocytes; 

(d) propagating the isolated mixed T and B lymphocytes to obtain 
propagated lymphocytes by: 

(i) culturing the isolated mixed T and B lymphocytes with a cell 
gi-owth medium at about 37°C; 

(ii) centrifuging the cultured lymphocytes; 
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(iii) removing the supemate from the centrifuged lymphocytes; and 

(iv) washing the centrifuged lymphocytes in nomial saline with 
further centrifugation to obtain the propagated lymphocytes; 

(e) lysing the propagated lymphocytes to obtain a lysate by: 

(i) suspending the propagated lymphocytes in normal saline 
solution; 

(ii) sonicating the suspended lymphocytes; and 

(iii) filtering the sonicated lymphocytes to obtain the lysate; and 

(f) administering the lysate to the individual by: 

(i) detennining a therapeutic dose of the lysate by skin testing; and 

(ii) injecting the individual subcutaneously with the therapeutic 
dose of the lysate. 

61 . (Previously Presented) The method according to Claim 60, wherein the cell 
gi-owth medium is supplemented with bovine calf senam. 

62. (Previously Presented) The method according to Claim 60, wherein the culture is 
monitored until the yield is approximately 5-8 x 10^ cells per ml. 

63. (Previously Amended) The method according to Claim 60, wherein the step of 
administering the lysate to the individual further comprises the step of: injecting the individual 
subcutaneously with at least one additional therapeutic dose of the lysate. 

64. (Previously Presented) The method according to Claim 60, fiirther comprising the 
steps of measuring the clinical symptoms and signs of the individual before administering the 
lysate, and then measuring clinical symptoms and signs of the individual after administering the 
lysate. 

65-66. Canceled. 
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67. (Previously Presented) A method according to Claim 49, wherein the step of 
detemiining the initial status of the cell cycle comprises the steps of: adding lysing buffer to a 
portion of the cell sample; adding DNA stain and RNAse to the portion of the cell sample; 
analyzing the portion of the DNA stained cell sample with flow cytometry to detemiine the DNA 
distribution in the cell cycle. 

68-69. Canceled. 

70. (Previously Presented) A method for treating a chemically sensitive individual, 
the method comprising the steps of: 

(a) collecting a blood sample from the individual; 

(b) detemiining an initial status of the cell cycle for T lymphocytes; 

(c) isolating mixed T and B lymphocytes from the blood sample; 

(d) propagating the isolated mixed T and B lymphocytes to obtain 
propagated lymphocytes; 

(e) lysing the propagated lymphocytes to obtain a lysate; and 

(f) administering the lysate to the individual. 
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IX. EVIDENCE APPENDIX 

Appellant submits as Exhibit A the 9/20/2010 Declaration of William J. Rea submitted in 
response to the 3/1 8/201 0 non-final Office Action. For purposes of this coiTected appeal, Exhibit 
A has been renumbered to reflect pp. 29-85. 
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07/30/1997 
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DECLARATION OF WILLIAM J. REA 

1 . My name is William J. Rea. My office address is 8345 Walnut Hill Lane, Suite 
220, Dallas, Texas 75231. 

2. I am over 21 years of age, of sound mind, and competent to make this 
Declaration. All the statements made in this Declaration made on personal knowledge are true, 
or, if made on infomiation and belief, are believed to be tme. 

3. I graduated from Ohio State University College of Medicine in Columbus, Ohio. 
I then completed a rotating internship at Parkland Memorial Hospital in Dallas, Texas. 1 held a 
general surgery residency from 1963-67 and a cardiovascular surgery fellowship and residency 
from 1 967-69 with The University of Texas-Southwestern Medical School system. 

4. I am a licensed physician in the States of Texas, Ohio, Arkansas, and Ulinoi s. 

5. Among other practice certifications, I have held a practice certification fi-om the 
American Board of Environmental Medicine since August 20, 1988. 

6. I am the author of four medical textbooks on the subject of chemical sensitivity: 
William J. Rea, Chemical Sei isitrnty, Vol. 1, Principles and Mechanisms, Lewis Pubs. 

(CRC Press), 1992; 

William J. Rea, Chemical Sei isjtivity, Vol. 2, Sources of Total Body Load, Lewis Pubs. 
(CRC Press), 1994; 

William J. Rea, Chemical S ensitivity, Vol. 3, Clinical Manifestation of Pollutant 
Overload, Lewis Pubs. (CRC Press), 1996; and 

William J. Rea, Chemical S ensitivity, Vol. 4, Tools of Diagnosis and Methods of 
Treatment, Lewis Pubs. (CRC Press), 1997. 

7. My medical textbooks on the subject of chemical sensitivity have been used in at 
least the following U.S. medical schools: Duke University; Brody School of Medicine at East 
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Carolina University; University of Texas at Ft. Worth: University of Oklahoma; and University 
of Kansas. 

8. I have published more than 100 research papers related to the topic of thoracic 
and cardiovascular surgery and environmental medicine. 

9. Among other offices held, I have been a Member of the Science Advisory Board 
for the United States Environmental Protection Agency. 

1 0. A trae and con-ect copy of my cuniculum vitae and list of publications i s attached 
as Exhibit A (33 pages) to this Declaration. 

n . I am a named co-inventor on the above-referenced application for patent. 



I. Examiner Raises Irrelevant and Unfounded Allegations 

1 2. hi the Office Action dated March 1 8, 2010, on page 4, the Examiner states: 
. . . Ban-ett (2007) discloses a complaint filed against Inventor Rea 

filed with the Texas Medical Board which questions the validity of 
the diagnosis and treatment of chemical sensitivity as proffered by 
hiventor Rea. ... 

13. I believe the referenced complaint is completely iiTelevant and prejudicial and 
should not be considered. 

14. On August 27, 2010, the complaint In the Matter of the License of William J. 
Rea, M.D., was finally resolved by Mediated Agreed Order (a settlement agreement), a true and 
con-ect copy of which is attached as Exhibit B (8 pages) to this Declaration. 

15. In the Mediated Agreed Order, the Board Charges were explained as follows : 
Board Staff filed a complaint at the State Office of Administrative 
Hearings ("SOAH") charging Respondent with violations related 

to five patients. The charges concerned Respondent's diagnosis 
and treatment of "chemical sensitivity." After the completion of 
discoveiy, it appears that notwithstanding the allegations of the 
complaint, the primaiy concern of the Board relates to and focuses 
on Respondent's use of chemical antigens and the infonned 
consent for such treatment. 

Exhibit B, In the Matter of the License of William J. Rea, Mediated Agi-eed Order, August 27. 
2010, page 1 (emphasis added.) 
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16. The "use of chemical antigens" is not the subject matter of the above-referenced 
application for patent. The use of chemical antigens is not the treatment with autogenous 
lymphoc>'tic factor ("ALF") as described and claimed in the application for patent. 

17. This matter was the result of an anonymous third-party complaint made to the 
Texas Medical Board against me in 2005. This tj^e of complaint is made to the board xvithout 
the knowledge or consent of the patient involved. All five patients cited in the complaint had no 
knowledge that they or their infonnation was being used in this way. Further, none of the 
patients ever alleged mistreatment or malpractice against me, and all five remained under my 
care after this complaint. Additionally, all five of these patients wrote to the Texas Medical 
Board and infomied them that they are not part of this complaint and they are not making any 
allegations against me of any kind. 

18. The Mediated Agi-eed Order did not make any factual findings against the use of 
the chemical antigen injections, but only states: 

3. Board staff asserts Respondent's treatment is 
unsupported by medical research and is non-therapeutic. In 
addition, Board Staff asserts there was a lack of proper infonned 
consent for these treatments. 

4. Respondent asserts that his diagnosis, care, and 
treatment of the above patients was appropriate and in accordance 
with established principles of medicine and peer reviewed articles 
disclosed to the Board. 

Exhibit B, In the Matter of the License of William J. Rea, Mediated Agi-eed Order, August 27. 
201 0, page 3, (emphasis added.) 

1 9. Except regarding the Infonned Consent documents, the assertions against tlie use 
of the antigen injections were not agi-eed to and not adjudicated. I vigorously disputed these 
assertions and maintain that they were unfounded. 

20. To settle this matter, I agi-eed to change the Infomied Consent documents used in 
my medical practice. Exhibit B, In the Matter of the License of William J. Rea, Mediated 
Agreed Order, August 27, 2010, pages 3-6. 

21 . In the Office Action dated March 1 8, 201 0, on page 3^, the Examiner states: 
... In addition, regarding Inventor Rea and the use of the factor 

recited in the claims (aka ALF aka autogenous lymphoc}^ic 
factor). Hall indicates that is unclear if ALF can actually be used to 
treat disease (see pages 3-4). ... 
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22. 1 believe the reference to Hall (2009) is completely iixelevant and prejudicial and 
should not be considered, 

23. Hall (2009) does not address the claimed subject matter in the above-referenced 
application for patent. 

24. Hall (2009) references a television "profile" of me on " Nightline " in 2008. Hall 
(2009), page 2. "Nightline" is a popular television news show, not any kind of a scientific 
forum. 

25. In my opinion, Hall (2009) makes an unfounded personal attack against me and 
smears fact, and such personal attacks should not be given any evidentiary weiglit regarding any 
application for patent. 



II. "Level of SMll" Regarding the Subject Matter of the Claimed Invention is m^ h 

26. In my opinion, the level of the skill regarding the subject matter of the claimed 
invention is high. More particularly, a person of ordinary skill in the art has the credentials of an 
M.D. and, in addition, is a practitioner in the specialty of environmental medicine. 

IM: Chemical S ensitivity Refers to Symptoms. Not to Syndrome or Other Diseasps 

The Chemical Environment 

27. As I published in my book in 1 992: 

The rapidly accelerating rate of gi'owth of modem 
technology has been accompanied by a proliferation of a wide 
variety of new toxic chemicals such as styrene, polyesters, 
polyethylene, etc. Recent sti.idies''^ show that nearly 50% of the 
global pollutants isolated fi-om natiiral products or sjaithesized 
which enter the atmosphere are generated by man. The 
pei-vasiveness of toxic chemical agents is well documented. In 
1987, American industry poured 22 billion lb of toxic chemicals 
into the air, food, and water. Overall, Texas, ranking first in air 
and land releases,'' dumped the most pollutants. Every day several 
million gallons of chemicals are emptied into Lake Erie, which is 
the source of drinking and bathing water for most cities fi-om 
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Toledo to Cleveland, OH, to Buffalo, NY. Inorganic pollutants 
include ozone, carbon monoxide, nitrous oxides, sulfur dioxides, 
heavy metals,^"'° and other metals (e.g., Al, Cu, etc.)."' Organic 
pollutants include pesticides, fomialdehyde, solvents (e.g.. 
toluene and xylene), drags,"* teipenes, cleaning chemicals^ 
cigarette smoke, combustion products, consumer products (e.g., 
clothing, building materials, hygiene products, etc.), and 
biological compounds (mold toxins).'^' The most toxic organic 
pollutants are those classified as halogenated aromatic and 
aliphatic hydrocarbons.^° According to the EPA,^' more than four 
million chemical compounds are cuirently recognized. Over 
60,000 of these are produced coimnercially, and about 3 nev^' 
compounds are introduced each day. The rampant widespread 
presence of hazardous chemicals in our environment has become 
ciitical. 

William J. Rea, Chemical Sensitivity . Vol. 1, Principles and Mechanisms, Lewis Pubs. (CRC 
Press), 1992, pages 7-8, citations not included. 



"Chemical Sensitivity" or "Chemicallv Sensitive" hidividual Refers to Symp toms 

28. "Chemical sensitivity" refers to symptoms. "Symptoms" refers to subjectively 
perceived problems or complaints reported by a patient. For example, a rash is a symptom that 
the immune system is reacting to something. "Signs" is the clinical temi for syinptoms, 
especially when obsen^ed by a physician. 

29. "Chemical sensitivity" is defined as "an adverse reaction to ambient levels of 
chemicals generally accepted as subtoxic in our environment in air, food, and water." William J. 
Rea, Chemical Sensitivity . Vol, ]. Principles and Mechanisms, Lewis Pubs. (CRC Press). 1992, 
Glossary, page 482. 

30. "Chemical sensitivity" is properly established by chemical challenge testing. 
"Challenge tests" are "tests designed to incite a reaction in the body by any route, i.e., oral. skin, 
inhalation." William J. Rea, Chemical Sensitiyitv . Vol. 1, Principles and Mechanisms. Lewis 
Pubs. (CRC Press), 1992, Glossary, page 482. This reaction in the body is obsen'ed by 
symptoms and signs, and additionally confirmed by abnormal laboratoiy data. 

31. A "chemically sensitive" individual (or patient) is a person has "chemical 
sensitivity" or is "chemically sensitive." 
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The Specificat io n Define s and Uses "Cheinicallv Sensitive" Refening to Svm jjtoms 

32. In the Office Action dated March 18, 2010, on page 3, the Examiner states 



... the term "chemically sensitive individual" is not specifically 
defined in the specification. However, based on page 12, last 
paragraph, and page 1 5, last paragraph of the specification' said 
patients apparently encompass those suffering fi-om demiatitis, 
vasculitis, asthma, organic brain syndrome, gulf war syndrome or 
immune system specific suppression, dysfianction or deregulation 
and arthritis. However, Omie et al. indicates that it is unclear if a 
diagnostic entity such as the "chemically sensitive individual" (alia 
multiple chemical sensitivit}-) with the aforementioned diseases 
actually occurs (see page 6, third paragraph from the bottom). . . . 

The specification of the above-referenced application for patent defines how the 



temi "chemically sensitive" is being used in the specification and claims: 



. . . However, the emphasis of this invention is on the treatment of 
the individuals who have compromised immune systems that result 
in an abnormal susceptibility to environmental chemicals 
(chemically sensitive), pollens, dust, molds, food (allergies), 
bacteria and non-HIV viruses with recuiTent infections. 



Specification, page 4, lines 10-14. 

34. In addition, the specification identifies this principal characteristic of "chemically 
sensitive individuals": 



The total of 290 chemically sensitive individuals that were 
investigated in these studies were affected principally by 
environmental incitants found in categories such as 'food, 
biological inhalants, and chemicals. 



The temi "chemically sensitive" individual is defined and used in the 



specification and claims with reference to symptoms, signs, and abnormal laboratory data. 



The Apphcation and Claims A re.¥o/ Directed to "Multiple Chemical Sensitivity' 



The above-referenced application for patent does not use the temi "multiple 



chemical sensitivity." The claims are not directed to "multiple chemical sensitivity." 
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"Multiple Chemical Sensitivity" ("MCS"1 Refers to a Syndrome 

37. "Multiple chemical sensitivity" refers to a syndrome, not to symptoms, si^ns, and 
abnormal laboratoiy data. 

38. A medical definition of '"syndrome" is the association of several clinically 
recognizable features, symptoms, phenomena, or characteristics that often occur together, so that 
the presence of one feature alerts to the presence of the others. The temi syndrome derives fi-om 
Greek, and it literally means "ran together." At least initially, the word rel^rs to a set of 
detectable characteristics that ran together when the pathophysiology has not yet been 
discovered. 

39. In 1987, Mark C. Cullen proposed the syndrome of "multiple chemical 
sensitivity" (abbreviated as "MCS") as having seven diagnostic criteria: (1) some documentable 
environmental exposures, insults, or illness at onset; (2) sjinptoms affect more than one organ 
system; (3) symptoms recur and subside in response to predictable stimuli; (4) symptoms occur 
when exposed to different chemicals and toxins; (5) symptoms are caused by proven exposures; 
(6) exposures that produce symptoms must be very low (far below average levels); and (7) no 
common test of organ-system function can explain symptoms. Cullen, M. R., The worker witli 
multiple chemical hypersensitivities: An oven'iew . State of the Art Review, Occupational 
Medicine 2, 655-661. According to Cullen (1987), the criteria should not be restrictive and 
descnbe a sizeable patient population, as there are many patients who meet "some but not all of 
[the criteria]" (Cullen, p. 658). 

40. In my opinion, such a "multiple chemical sensitivity" syndrome has not been 
established. Nevertheless, people do suffer ii-om chemical sensitivity, as shown by symptoms, 
signs, and abnormal laboratory data, and as demonstrable by chemical challenge testing. 



"Chemical Sensitivity" S\TOptoms Ai'e Not Multiple Chemical Sensitivity" Syndrome 
41. The teiiTis "chemical sensitivity" and "chemically sensitive" individual should be 
understood as defined and used in the specification and as would be understood by a person of 

5r 
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skill in the field to which the application particularly pertains. These terms should not be 
equated with the syndrome of "multiple chemical sensitivity;. " 



The Claims Are jNot Directed to Other Diseases 

42. hi the Office Action dated March ,18, 2010, on page 3, the Examiner stated 
(emphasis added): 

... the tenn "chemically sensitive individual" is not specifically 
defined in the specification. However, based on page 12, las't 
paragi-aph, and page 1 5, last paragi'aph of the specification said 
patients apparently encompass tliose suffering fi-om demiatitis, 
vasculitis, asthma, organic brain syndrome, gulf war syndrome or 
immune system specific suppression, dysfunction, or deregulation 
and arthritis. 



43. As explained above, "chemically sensitive" individual is defined in the 
specification, and does not refer to "multiple chemical sensitivity" syndrome. 

44. Regarding other diseases, additional relevant text of the cited paragraphs from the 
specification is provided below: 

Clinical Testing and Results 

Twenty-five (25) individuals were used as nomial controls. 
A total of 290 individuals were tested, including a first test gi-oup 
of 100 patients, and a second test group of 190 patients. The vast 
majority of these individuals were chemically sensitive, 
cl-u-onically ill patients, including those suffering fi-om demiatitis^ 
vasculitis, asthma, organic brain syndrome, gulf war syndrome, or 
immune system suppression, dysfunction, or deregulation, hi 
addition, three (3) of the patients that were tested suffered from 
cancer, and one (1) was HIV positive. 

About five percent (5%) of the individuals that othemise 
would have been in the stiadies could not tolerate ALT. Except for 
noting this fact, these patients were not included in the data 
because they did not take enough ALT to be evaluated. 

The total of 290 chemically sensitive individuals that were 
investigated in these studies were affected principally by 
environmental incitants found in categories such as "food"^, 
biological inhalants, and chemicals. They presented" histories of 
varied backgrounds, but common among them was that all showed 
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in-egular cell cycles including T and B h'mphoc>4es and subset 
numbers and functions. ... 

Specification, page 12, line 17 - page 13, line 20. 

45. This cannot be constraed as the examiner "apparently" suggests. In the foil 
context of the application, this statement is properly interpreted as refeixing to the 290 
individuals as having at least the common denominator of being chemically sensitive, not that 
"chemical sensitivity . . . apparently encompasses" the listed the symptoms and diseases. 

46. In my opinion and experience, chemically sensitive individuals, as a class, 
frequently additionally suffer from one or more of a wide variety of other diseases. 
Nevertheless, other diseases are not part of the definition of "chemical sensitivity." Regardino 
"chemical sensitivity," the question of a causal connection to other diseases is irrelevant. 
"Chemical sensitivity" is not necessarily the cause of various other diseases. Only "chemical 
sensitivity" symptoms are required. 



IV: Evidence of Treating An Irregular Cell Cycle for T Lymphocytes 

The Examiner Overstates the Scope of the Claimed Invention 

47. In the Office Action dated March 18, 2010, on page 4, the Examiner states 
{emphasis added): 

Regarding the use of the claimed method to regulate an abnomial 
lymphocytic cell cycle of continuously dividing T and B 
lymphocytes in a mammal wherein said metliod encompasses the in 
vivo treatment of humans, there is no evidence in the specification 
that such regulation has been achieved using the claimed method. 
Regarding Wands factors 1-3, the claimed method encompasses a 
method wherein according to the specification tlie abnomial 
lymphoc>4ic cell cycle of continuously dividing T and B 
lymphocytes in a marnmal is normalized. 

48, Pending claim 49 is directed to "A method for treating a chemically sensitive 
individual having an iiTegular cell cycle for T lymphocytes ...." Claim 70 is similar to pending 
Claim 49 except that the preamble does not include the language "having an iixegular cell cycle 
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49. In addition, the specification and claims do not require the iiregular cell cycle for 
T l>TOphoc)tes be ''normalized." Of course, this is a desired goal, but the claims are directed to 
"'treating," which is illuminated by the specification: 



... treating the individual with a therapeutic amount of the ALF, 
and detemiining the individual's lymphocytic cell cycle to obsen^e 
any regulatory effect on the lymphocytic cell cycle and subsets. 



... As treatment [with ALF] continued, in general, in about six 
weeks a more drastic shift toward that of a normal profile was 
obsemed. 



Specification, page 14, lines 8-9 {emphasis added). 

The specification discloses: "The autogenous lymphocytic factor (ALF) appears to act as 
a modidator since total lymphocytes, and T4 and T8 lymphoc}'tes in particular, significantly 
elevated or decreased in order to obtain noniialization." Specification, page 17, lines 4-6. In 



According to the presently most prefeired embodiment of the 
invention, the method can be used to establish a basis for the 
regidation of an individual's T lymphocytes that are observed to be 
in-egular due to varied incitants; thus restoring nomial T 
lymphoc>te fijnctions and the ability of a compromised individual 
to cope with multiple insults to his/lier immune system. 



Specification, page 14, lines 15-21, as amended on April 23, 2008 (emphasis added). This 
language does not require complete regulation, but is a basis for regulation of the cell cycle. 

The Nonnal Cell Cycle for Both T and B Lvm-phocvtes Was Well Known 

50. In the Office Action dated March 1 8, 201 0, on page 4-5, the Examiner states: 



The only actual data disclosed in the specification wherein the cell 
cycle of human cells is analyzed is that represented in Figures 2-4. 
Figures 2a and 2b represent data indicating the cell cycle of human 
peripheral T lymphocytes from "nomial" volunteers. This data 
provides no infomiation about the cell cycle of human peripheral B 
lymphocNtes from "nomial" volunteers. 



Specification, page 6, hnes 16-18. 



addition: 
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51. However, the "nonnal" cell cycle was well taiown in the art at the time the 
invention was made and the application was filed: 

FIG. 1 is a diagrammatic representation of a normal mammalian 
cell cycle, wherein the overall cell doubling time is about 20 - 24 
hours, the d phase lasting about 8-12 hours, the S phase lasting 
about 6 - 8 hours, the G2 phase lasting about 3 - 5 hours, and the M 
phase lasting about 0.5-1 hour. 

Specification, page 5, lines 13-16 (emphasis added). 

52. It would be understood by a person of skill that this description of 
the cell cycle in Figure 1 refers generally to the cell cycle applicable to both T and B 
lymphocytes, which are continuously-dividing cells, also known as labile cells. Labile cells are 
cells that multiply constantly throughout life. For example, it is well known that if the cell cycle 
for such labile cells is nomal, the cells should spend little or no time in the quiescent Go phase of 
the cell cycle, but rather should regularly perfonn cell division. 

53. In addition, it was well known in the art at the time the invention was made and 
the application was filed that the cell cycles for T and B lymphocytes are substantially similar. 

54. It would be understood by a person of skill in the art that Figure 1 is an idealized 
representation of the cell cycle, and that there is individual variation in the actually measured cell 
cycles. 

55. Further, the specification states: "FIG. 2a is a nonnal DNA histogi-am of human 
peripheral T lymphocj^es. FIG. 2b is a representative cell cycle DNA histogi'am obtained from 
"nonnal"' or "control" volunteers." Specification, page 8, lines 1-2. 

56. The specification discloses: "Furthennore, it is possible to independently establish 
as a matter of trivial routine experiment the norms for the lymphocytic cell cycle." Specification, 
page 8, lines 13-15 (emphasis added). 



The Specification Evidences Improvement in the Cell Cycle for T Lvmp hoc\4es 
57. In the Office Action dated March 18, 2010, on page 5, the Examiner continues 
(emphasis added): 

... The specification indicates that abnormal lymphocytic cell 
cycle of continuously dividing T and B lymphocytes in a mammal is 
regulated. Figures 3a -3c pui-port to show the "inegular cell cycle 
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profiles from environmentally compromised individuals". There is 
no disclosure as to what cells are refeixed to in said figure (e.g.. 
only T cells, T and B cells, unfractionated hinphocytes, 
unfractionated leukoc>1;es, etc.). Thus, it is unclear if there is any 
relationship between the data disclosed in Figure 2 and that in 
Figure 3 because it is unclear whether said Figures refer to the 
same or different cell populations. A similar problem exists with 
the data represented in Figure 4. Furtheniiore, if the data disclosed 
in Figure 4 refers to the cell cycle of T cells, it appears that the cell 
cycle of untreated patients in Figure 4a more closely approximates 
that seen in the nomial controls than that seen in Figure 4c. Thus, 
the evidence of record suggests that the claimed method cannot be 
used to "regulate" the cell cycle of abnonnal lymphocytic cell 
cycle of continuously dividing T and B hmphocytes because the 
tenn regulate would encompass nomialization of an abnonnal cell 
cycle and this has not been demonstrated, hi addition, based on the 
data presented in the specification, it is unclear whether any effect 
on the cell cycle of continuously dividing B lymphocytes in a 
mammal has been achieved. . . . 

58. As stated above, pending claim 49 is directed to: "A method for treating a 
chemically sensitive individual having an iixegular cell cycle for T lymphocytes . . .." 

59. The specification also states: "The cell cycle presents a reflection of the status of 
the T lymphocytes in an individual." Specification, Page 14, line 15. 

60. hi addition, the specification teaches: 

To detemiine the lymphocytic cell cycle, and the T and B 
lymphoc\tes and subset counts of the individual, heparanized 
lymphoc\'tes can be used; .... 

Cells tagged fluoromet-ically for DNA content are 
analyzed in a flow cytometer ... and such equipment and 
teclmiques are well known to those skilled in the art. This 
infomiation provides a 'snapshot' of the individual's present cell 
cycle. T and B cells and subsets counts are preferably also 
measured on the flow cytometer. 

Specification, page 7, line 15- 23. 

61. It is clear fi'om the specification that unless otherwise specified, the "cell cycle" 
refers to the cell cycle for mixed T and B lymphocytes, including all subsets, which is disclosed 
to present a reflection of the status of the T lyniphocjtes, including all subsets. No other 
inteipretation is reasonable. 

^0 
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62. In addition, it would be known to a person of skill in the art at the time the 
invention was made and the application was filed that T cells are generally well over 10 times 
more numerous than B cells. The specification is consistent with this. See, e.g., Specification. 
Tables 7 and 17. Thus, a DNA histogi-am of combined T cells and B cells would typically be a 
reflection primarily of the status of the peripheral T lymphoc>'tes. The specification was written 
to a person of skill in the art, who would understand this. 

63. Accordingly, the "cell cycle" histogi-am for mixed T and B lymphoc>'tes is 
reflective of the well-known nomial cell cycle for T lymphocytes." Indeed, the "cell cycle" for 
mixed T and B l>TOphoc}4es includes the cell cycle for T lymphocytes, and is predominately that 
of T lymphoc)'tes. This is clear. 

64. Whether the cell cycle is detenuined specifically for T lymphoc}'tes or it is based 
on mixed T and B lymphocytes, the cell cycle it is a reflection of the status of T lymplioc>l;es. 

65. Among other evidence provided in the specification, the written description 

states: 

Significant changes were typically obsen'ed in patients 
treated yvith ALF. Changes were obsen'ed in improvement of 
overall clinical manifestations and immune studies. With regard to 
clinical manifestations, minimal symptoms (which were improved 
over the onset siTOptoms) continued after tln-ee weeks of continued 
therapy with ALF. Immunologically, there were significant 
regulations of lymphocytic cell cycles, especially from one phase of 
the cycle to another, and changes in T and B lymphocyte cell 
numbers and functions. Patients became less sensitive to 
exposures and more tolerant to specific incitants. As treatment 
continued, in general, in about six weeks a more drastic shift 
toward that of a normal profile was obseiwed. 

Specificarion, page 14, lines 1-8 (emphasis added). 

66. The patients who could not take ALF did not exhibit such dramatic improvement. 

67. Figures 4a-c represents a single case histoiy. Tliese figures illustrate to a person 
of skill in the art a drastic improvement in the cell cycle, which is a reflection of the 
improvement of the cell cycle for T lymphocytes. The progression of these figures shows a shift 
from a cell cycle in which the majority of cells were predominately "stuck" in tlie G2-M phase. 
This is an abnomial cell cycle compared to the nomial cell cycles illustrated in Figures 1 and 2a 



^1 
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and 2b. Figure 4c shows that the cell cycle for the patient had been drastically shifted after about 
six weeks toward the nomial cell cycle, in which the majority of cells are in the Go-Gi phase. 



The Claims Do Not R equire Regulation in Patients Suffering from Autoimune Disease 

68. In the Office Action dated March 1 8, 201 0, on page 5, the Exammer states: 
There is no evidence provided that the claimed invention can be 

used to regulate the abnomial Ijaiiphocytic cell cycle of 
continuously dividing T and B l>aiiphoc>4es in patients suffering 
from autoimmune disease. 

69. The specification states: 

It is anticipated that the invention can also be applied to the 
study of the prevention and/or treatment of some cancers. Being a 
biological response modifier, and having proven efficacies in 
certain non-HI V viral infections, the invention is also expected to 
stimulate the immune system of immuno-compromised 
individuals, thus, it is expected that HIV-positive individuals 
might be benefitted. The invention is expected to be usefiil in the 
smdy of the dysfiinctional and suppressed immune system of HI V- 
positive individuals, which may also result in a therapy. 

Specification, page 4, lines 14-20. 

70. The application is not claiming to have had proof of regulating a cell cycle that 
may be abnoimal for any conceivable reason. 



The Results Obtained are Too Large to Attribute to Other Treatments 

71 . In the Office Action dated March 1 8, 201 0, on page 5, the Examiner states: 
FuitheiTOore, the treated patients also received other treatments 

{for example see page 1 5) so it is unclear as to what treatments 
contributed to the "results" obtained in the specification in the 
absence of an appropriate control gi-oup. 

72. In my experience as a practitioner, the results obtained with the treatment were 
much faster, much more positive, and much higher in occuirence among the 290 chemically 
sensitive patients described than could be attributed to the placebo effect or any of the other 
therapies or ti-eatments that had been used until that time in environmental medicine In my 
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Opinion, a person of skill in the field would appreciate the improvements indicated by the data 
presented, including in the tables of the specification, as being unprecedented and highly 
indicative that ALF was responsible for such a large effect. This evidence would be generally 
recognized by those of ordinary skill m the art as convincing evidence of the asserted utility of 
the described and claimed methods. 



A Theoretical Explanation Was Offered in the Specification 

73. In the Office Action dated March 1 8, 2010, on page 5, the Examiner states: 
It is also noted that the number of cells used in the procedure 
disclosed in pages 9-10 to prepare ALF would yield a protein 
preparation with a concentration of any particular protein that 
would be far below that used for any biological modifier used to 

treat humans. For example, the use of rituximab in humans 
requires a dosage of approximately 750 mg per patient wherein 
said quantity requires billions to cells to produce such a quantity of 
molecule. 

74. Without limiting the invention to any particular theoretical explanation, the 
specification offered a preliminary theoretical discussion of the preliminaiy clinical successes as 
reported in the application. Specification, page 22, line 20 - page 23, line 17. 



V. No Undue Experimentation Required 

75. Preliminary evidence was provided at the time of filing the application of some 
highly successful treatments according to the claimed invention, in rate of response, degi'ee of 
response, and trequency of response that could only be attributed to the new treatment with ALF. 

76. The specification provides a "cook book" example of the procedure for practicing 
the invention. 

77. The statements contained in the written description regarding the scope of the 
claimed invention as set forth in the presently pending claims are supported by the data 
presented. 

78. As discussed above, the level of the skill regarding the subject matter of the 
claimed invention is high. lJ'2 
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79. Based en tht- deseripiion in the specillcation and (he above factors, ih^re ,v no 
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Tucson, Arizona, September 1995. ^ 
Australian Conference of Environmental Medicine, Brisbane a-nofr-l-;^ 

November 1995. ' ^ ^^^ciixci, 

EnviroFimental Health and Cardiovascular Disease, Morristov?n nt 
December 1995 . ^ , ^ , 
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Fourteentn International Symposium., on Man and His Environment in 

Health and Disease, Dallas, Texas, February 1996. 
American Academy of Environmental Medicine Spring Board Meetina 

Cancun, Mexico, March 1996. 
Pan American Allerg-y Society, Training Course and Seminar- Qan 

Antonio, Texas, March 1996. ' 
Amierican Academy of Environmental Medicine, Part III, Dearborn MI 

April 1996. 

American Academy for Advanced Medicine, Orlando, Florida, May 1996 
4th International Symposium, Nutritional, Orthomolecular and 

Minimally Invasive toterior Surgery of the Lumbar Spine Memphis 
Tennessee, June 14-15, 1996. > ±^ - , 

Environmental Modalities in Medical Practice, Salzburg, Austria, July 

Australian Conference of Environmental Medicine, Toxicity '96 

Understanding, assessing and managing diseases caused by exposure to 

toxins. Brisbane, Australia, August 31 -- Sept 1. 1996. 
American Academy of Otolaryngic Allergy, Annual Meeting Scientific 

Program. Washington, D.C., September 26-28, 1996. 
American Academy of Environmental Medicine, 31st Annual Meetina 

Boston, I-dA, October 11-15, 1996. 
American College for Advancement in Medicine, Palm Springs, California 

October 31 to November 3, 1996. 
The American College of Allergy, Asthma & Immunology, Boston MA 

November 8-13, 1996. 
Fifteenth International Symposium, on Man and His Environtrient In 

Health and Disease, Dallas, Texas February 1997. 
Pan American Allergy Society, Annual Training Course and Seminar San 
Antonio, TX. March 19-23, 1997. 

American Academy of Environmental Medicine, Sprina Instructional 

Courses, Kansas City, MO. April 17-22, 1997. 
Sociedad Mexicana Be Alergia en Otorrinolaringologia, Guadalaiara 
Mexi CO , January 24,1998. 

Amierican Academy of Environmental Medicine, Instructional Courses 

Potomac, MD. April 2-7, 1998. 
American Academy of Otolaryngic Allergy, 57"'' Annual Meeting San 

Antonio, TX. September 10-12, 1998. 
American Academy of Environmental Medicine, 33"' Annual Meeting 

Baltimore, 1^. November 6-8, 1998. ' 
Seventeenth Annual International Symposium on Man and His 

Environment in Health and Disease, Dallas, TX. June 10-13 

1999. 



The Health Impact of Chemical Exposures During the Gulf We 
Research Planning Conference, Atlanta, GA. Februarv 28- 
2, 1999. 

Pan American 



Allergy Society, 43" Annual Training 
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Seminar, San Antonio, TX. March 10-14, 1999. 
American Academy of Environmental Medicine, Instructional rourqp.o 

St. Charles, IL. March 21-26, 1999. i^ourses, 
"A Healthy Home and School for Your Child", Richardson church of 

the Nazarene, Richardson, TX. April 20, 1999. 
American Academy of Otolaryngic Allergy, New Orleans, LA 

September 23-25, 1999. 
Amierican Academy of Environmental Medicine, Coeur d'Alene Tn 

October 10-12, 1999. 
4" International Congress of Bioenergetic Medicine, Orlando fi 

February 25-27, 2000. ^xaiiuu, t±. 

Pan American Allergy Society, San Ajitonio, TX. March 8-12, 2000 
12' International Symposium, Integrative Medicine, Lisbon Portuaal 

Portugal, June 22-25, 2000. ' -"^^^y^-- 

National CPA Health Care Advisors Association, HCAA- Sponsored 

Health Care Track, Chicago, Illinois, July 19-21,2000 
Ant i -Aging Conference & Exposition, Chicago, Illinois, July 22-23 2000 
Fifty-Ninth Ajinual Meeting, American Academy of Otolaryngic Allerav' 

VJashington, B.C., September 21-23, 2000. 
Ajnerican Academy of Environmental Medicine, Hilton Head SC 

September 27-30, 2000. 
Seminars on Scientific Aspects of Fluoridation, San Antonio TX 

October 14, 2000. 

Endometriosis Association 20'" Auiniversary Conference, Milwaukee wr 
October 21, 2000. ' ' 

Ajnerican College for Advancement in Medicine, Advanced Anti-Agina 
VJorkshop, Salt Lake City, UT, October 25-26, 2000. 

American Academy of Otolaryngic Allergy, Austin, TX, November 3 0 - 
December 3, 2 000. 

International Symposium on Current Status of Indoor Air Pollution by 

Organic Compounds and Countermeasures for Healthy Housina Tokvn 

Japan, January 13, 2001. ^ 
La Sociedad Mexicana de Alergia en Otorrinolaringologia, Guadala^ara 

Mexico, February 1-3, 2001. 
Pan American Allergy Society, San Antonio, Texas, March 7-11, 2001 
American Academy of Environmental Medicine, Colorado Springs' 

Colorado, March 29-31, 2001. 
19"" International Symposium on Man & His Environment in Health & 

Disease, Dallas, Texas, June 7-10, 2001. 
American Academy of Otolaryngic Alleray, Denver, Colorado 

September 6-8, 2001. 
Texas Conference Medical -Dental Outreach Congress, Corpus Christi 

Texas, October 4-6, 2001. 

New England Conference on Health, Environment, and Medicine, 

Farmington, Connecticut, October 13, 2 001. 
American Academy of Environjnental Medicine, Colorado Springs 

Colorado, October 18-20, 2001. 
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Texans for Alternatives to Pesticides, Dallas, Texas, March 5 2002 
Pan American Allergy Society, San Ajitonio, Texas, March 14-1?' 2002 " 
Tv^entieth International Symposium On Man and His Environment in 

Health and Disease, Dallas, Texas, June 6-9, 2002 
'"^^^9^21 ^0^2^""^ °^ Otolaryngic Allergy, San Diego, CA. September 
International Symposium on Indoor Air Quality and Health Hazards 

Tokyo, Japan. January 8-11, 2003. 
La Sociedad Mexicana de Alergia en Otorrinolaringologla, 

Aguascalientes, Mexico. February 2 6-28, 2003. 
Pan^^^erican Allergy Society, San Antonio, Texas. March 20-23, 

American Academy of Environmental Medicine, Piano, Texas Anril 3-7 
2003. Apixi J /, 

Nutrition for Optimal Health Association, Inc., "Environmental 

Aspects of Health and Disease," Chicago, Illinois. May 7 2003 
5' Congresso Internazionale Teorico Pratico di Nutrizione 

^Olistica, Rome, Italy. May 23-25, 2003. 
21'^ International Symposium on Man and His Environment in Health and 

^^Disease, Dallas, Texas. June 19-22, 2003. 
62"' Annual Meeting, American Academy of Otolaryngic Allergy/Foundation 

Orlando Grand Lakes, Florida. September 18-20, 2003. 
Chemical Injury Information Network, Fairfax, Virginia. October 5 2003 
Ajnerican Academy of Environmental Medicine, Phoenix, Arizona 

October 30 - November 2, 2003. 
La Sociedad Mexicana de Alergia en Otorrinolaringologia , 

Aguascalientes, Mexico. February 25-28, 2004. 
Pan American Allergy Society, San Antonio, Texas. March 11-14, 2004 
Ajnerican Academy of Environrriental Medicine, Overland Park Kansaq 

April 15-19, 2004. ' ' 

IDEA 2004, Miami, Florida, April 27-29, 2004. 

The^ ^American Academy of Integrative Medicine, Manhattan, NY, April 

22"° Annual International Symposium on Man and His Environment in 

^^Health and Disease, Dallas, Texas, June 24-27, 2004. 
63"^ Annual Meeting, American Academy of Otolari^gic Allerav New 

York, NY, September 17-20, 2004 
39* Annual Meeting, Amierican Academy of Environmental Medicine 

Hilton Head island, SC, October 28-31, 2004. 
La Sociedad Mexicana De Alergia En Otorrinolaringologia A.c, 

Veracruz, Mexico, March 2-5, 2005. 
Pan American Allergy Society, Grapevine, TX, March 17-20, 2005. 
American Academy of Environmental Medicine, Oakbrook, IL Artril 

13-18, 2005. ' 
Annual Raymer Family Lecture, Sir Mortimer B. Davis-Jewish General 

^^^Hospital - McGill University, Montreal, Canada, April 28, 2 005. 
22" Ajinual International Symposium on Man and His Environment in 

Health and Disease, Dallas, Texas, June 24-27, 2005. 
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Mountain Valley Spring Company, Hall of Fame, Charleston, SC artnhe^-r- 

7-8, 2005. ' 
40'-" Annual Meeting, American Academy of Environro_ental Medicine ^ur^r.^ 

AZ, October 27-30, 2005. -uo^on, 
Congreso Axinual Internacional Sociedad Mexicana de Alergia en 

Otorrinolaringologia, Mazatlan, Mexico, February 15-18, 2006 

Intestinal Health Ajid Beyond, Dallas, Texas, March 3-5^ 2006' 

Pan American Allergy Society, Grapevine, Texas, March 9-12 2006 
13'^' International Symposium on Functional Medicine, Tamoa Pi nri r!a ' 

April 19-22, 2006. ^xoriaa, 
American Academy of Environmental Medicine, Kansas City, Kansaq Anr-i l 

27-30, 2006. ^dnsas, April 

American College for Advancement in Medicine, Dallas, Texas, May 5-6, 

Eighth Congress of Olistic Nutrition, Paestum, Italy, May 12-14 2006 
La Sociedad Mexicana de Alergia en Otorrinolaringologia, Sal tillo Coah 

Mexico, August 31 - September 2, 2006. 
Defeat Autism Now, Seattle, WA, October 6-8, 2006. 
American Academy of Environmental Medicine, St. Louis, Missouri 

February 22-24, 2007. 
Pan American Allergy Society, Grapevine, Texas, March 15-18, 2007 
Defeat Autism Now, Alexandria, Virginia, April 19-23, 2007.' 
25'" Annual International Symposium on Man and His Environment in Health 

and Disease, Dallas, Texas, June 7-10, 2007. 
California Naturopathic Doctors Association, San Dieao, California 

October 20 - 21, 2007. 
American Academy of Environmental Medicine, Rancho Mirage, California 

October 31 - November 4, 2007. ' - - , 

American Academy of Environmental Medicine, Kansas City Missouri 

February 28 - March 2, 2 008. 
Sociedad Mexicana Del Alergia En Otorrinolaringologia, A.C., Saltillo 

Coahuila, Mexico, March 5-8, 2008. 
II Congreso de Medicina Ambiental, Madrid, Spain, May 30 - June 2 
^2008. 

26'"' Annual International Symposium on Man and His Environment in Health 

and Disease, Dallas, Texas, June 19-22, 2008. 
Curso de Ensenanza en Alergia y Medicina Ambiental, Puebla Mexico 

September 3-6, 2008. 
8th National Congress of the Italian Occupational and Environmental 

Allergic Dermatology Society (SIDAPA) , Florence, Italy, October 23- 

American Academy of Environmental Medicine, Orlando, Florida October 
30 - 11/1/08. 

Pan American Allergy Society, The Woodlands, Texas, March 12-15, 2009 
SOMAO Congress, Xalapa, Ver., Mexico, March 19-21, 2009. 
American Academy of Environmental Medicine, Overland Park Kansas 
April 2-6, 2009. 

Autoimmune Disease Sym.posium, San Francisco, California, April 22-26 
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2009. 

Annual International Symposium on Man and His Environment in Heal 
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and Disease, Dallas, Texas, June 25-28, 2009 

Congresso Internacional Sobre Medicina Ambiental, September 5^7 2 009 

Manaus, Brazil. ' ' 

Ontario Association of Naturopathic Doctors: Revolutionizina Medicme 
The Connection Between the Enviromnent and Health. November 
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Sensitive Patients. Presented, American Academy "of 
Environmental Medicine. 1985. 
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Total Stress Load Inventory: A Validation Study. Presented' 
Ajtierican Academy of Envirormiental Medicine. 1986. 
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Infection Therapy. 
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Victoria, A.L., Tucker, w.F. and Fenyves, E.J.: Chemical 
Sensitivity as a Result of Overexposure in the VJork Place. 
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Victoria, A.L., Tucker, W.F. and Fenyves, E.J.: Formaldehyde 
Sensitivity Following Exposure to Building Material. 

2^°' W-J" M.D., F.A.C.S., F.A.C.A.: Which Environmental 
Substances Can Cause Illness. 

Rea, W.J. M.D., F.A.C.S., F.A.C.A.: Immunological and 

Ixion-Imm.unological Mechanisms. 

Rea, W.J., M.D., F.A.C.S., F.A.C.A.: Management of Chemical 
Exposures . 
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ana laentif ication of Fungal and Pollen Genera Within the 
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Dallas City Area: The Floral Picture? 

22. Kuehn, K.A., Johnson, A.R., Rea, w.J.: Preliminary 
Observations on the Airborne Mycofloral Component within rhi 
North Dallas metroplex. u^-cn.n tne 

23. Kuehn, K.A. , Johnson, A.R., Rea, W.J.: Airborne Aloae- to it 
Prevalent? Is It Important? 

24. Kuehn K A Johnson, A.R., Rea, W.J.: Airborne Mycota 
itTal ^™ Domestic Interiors Within Various Regions of 

25. Kuehn, Kevin A., Johnson, Alfred R. , Rea, William j • 
Ascomycetes: An Overlooked Aeroallergin. 

26. Kuehji, ^ Kevin A., Johnson, Alfred R. , Rea, William j • 
Superficial Derma tomycotic Infection By Common Edaphic Funaal 
Species. ^ 

27. Kuehn, Kevin A., Rea, William J., Johnson, Alfred R ■ 
Sequential Sampling and Identification of Pollen Genera within 
The North Dallas Metroplex: Seasonal Variation Over A Three 
Year Period. 

28. Chen, B., Price, S.C., Bridges, J.W. : How Environmental 
Chemicals May Contribute to "Total Body Load" - A Study of the 
Effect of Four Compounds on the Liver-Thyroid Axis. 

29. Rea, W.J., Pan, Y. , Johnson, A.R., Ross, G. H., Suyama, h 
Fenyves, E.J.: Progress on Persian Gulf War Illnesses 

30. Rea, W.J., M.D., F.A.C.S., F.A.C.A.: Mitogenic Effects of 
Mycotoxms on T^ Lymphocytes . 

31. Baird, N. , Deborah, Rea, W.J. : The Temporomandibular 
Joint, The Implant Controversy. 

32. Nicolson, Garth, L. , Hyman, E., Both-Korenyi , A., Lopez 
D.A., Nicolson, N., Rea, W. , Urnovitz, H.: Progress on' 
Persian Gulf War Illnesses - Reality and Hypotheses 



Higuchi, H. , Miyata, M. , Ishikavra, s., Rea, W j ■ 
Abnormalities of the Autonomic Nervous System in ' Chemicaliy 
Sensitive Patients with Silicone Breast Implants. 
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Rea,_W.J., Parx, Y. , Fenyves, E.J., Griffiths, B: The 
Clinical Implementations of Autogenous Lymphocytic Pac 
in the Chemically Sensitive. 
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Rea, W.J., Gri 
the Cell Cycle 
Medicine . 
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POST GRADUATE TRAINING PROGRAMS 



From the Environmental Health Center - Dallas, affiliated with: 

A. The University of Texas at Dallas, Ervin Fenyves, Ph.D. 

B. The North Texas State University, Joel R. Butler, Ph.D. 

We have now graduated 10 individuals who received their 
Ph.D. from research done in collaboration with our Center. 

Clinical Training, M.D. , D.O. - 9 months to 3 years 
Programs - 10 individuals have completed. 

Research Fellowships from the Faculty of Medicine- Peking 
Union Medical School, Peking, China, 3 completed. 

Each year vre organize and sponsor The International 
Symposium on Man and His Environment in Health^ and 



We have an agreement vjith the Kitasato Medical School 
Department of Ophthalmology. Satoshi Ishikavja, M.D. is 
the Dean of Ophthalmology. We have trained 7 of his 
faculty in ophthalmology, each v^ho have spent a year with 
us. We have done numerous research proiects and published 
papers on the research. 



Disease . 
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LICENSE NO. D.2294 



iN THE MATTER OF 
THE LICENSE OF 
WILLIAM JAMES REA, M.D. 



BEFORE THE 
TEXAS MEDICAL BOARD 



.MiaiMiaMsimflBfiEE 

Oft tbt 1 1 d£y of .•^■.^^•cd" . 2010, came or to be hearf before the 
Texai M^esl Board (tte "Bosrf'l, duly in session, ihe m&n& of the llcem§ of Willie James 
Rss, M.D. f E^ndmt"). 

Oft Novemte 16, 2006, Respondent eppeaxed m peracm, vsdth eounss! Stephes A. Coke, 
at aa Infiwmd Sbovv Cornpii^ase FTOceeding ead Seniemest Confence ("ISC") in !res|K>me to 8 
tgtt« of MtatiBE from th£ staff of the Bomi. Tha Beari's represeststives were Keith Mllte, 
M.D. asd PsHlettt Soutiswd.. meffiter. of she Bo£?d is^s^k Msjtj^ repfesaated Bqsto ste^. 

FsEovviiig ISC t forms! cossspi&mt wg£ filed irt. the State Offic? of Adi-aiaistrssivf 
Heartop fSOAIT'). Subsequent so ths filing eI SOAH c mediation ooafereace wk heW pe 
August 21, 200S. Rerponeert sppsafftd with couasei, AJgis Augustine. Ttie BoErti we^ 
lepfswat^ Seen l-reshour. 

matter m not s^ctlfe « rneci&tion. RespoDOem ih® retsiriee. Jiscques, Simon ar, lesi 
counsel. Discovery v,>rj uadRnaken in tiuE maner, kfim discovery wa5 compir^ bis prior to 
coawnini the couterlgo cess hearing the parties resshed ssttienjertt. 

SOARDCHASfiBa 

Board Steff El&d t coirspldni £t sbe StsSe Office of AdminiiEtrativo Hsefiap ("SOAH") 
ch£rpB£ Respondeat v/iib vioietions related to fsvfe psrieats. Pufe chsrgcs concerned 
Respsnden'v's diEpossE edc5 ireauncnt of "chemic&l setisitlvity." Aftst ths corapletior. of 
discovery, it uppesre tMt no?^dt.Wndin!i lbs sUegoiosE of ths compbiat, the primary concem 
ofihe Bosxd rsiste^ to &ne fo^e on Respssdent' I us-g of chemical Bradgeni and the isfonaed 
con^at for stwh treatment 



EXHIBIT 



Pass \ of B 



iOAlD HISTORY 
Rsspondeni hm not previously received a disciplinary order from tht Bosri. 
Upoi^ die resoramead^itiou of the Board's representetiv^i tne with ih« soaseni of Respondent, 
thg Board make the foilowuig Findinp and Conclusions of Law and enters this AgrmI Order 

FINDINGS 

Hie Bossi finds Otst: 

1. Rspoadeat reodved &H notice required by All jurisdietiori^ rfeqxii;:'«m€Kfe Imve 
h^i sstl^isd. S^spondeat wEivji? any defect in nolirx edo say frntlm fight to nctios cr 
hearing under the MecUcd Practice Acl TiU6 3, Subtitle B, Tesgs Occupations- Code-: (die 
"Act") Of the lul« of the Boaoi. 

2. Rgfpoadsm csTtenUy holds Tesae Madicd LiccRK He. D-2294, Respondent 
origlBBlIy issued this license lo practice medscine is T&r^^ on Jime 22, J 96£. Rfispondent 
Is also license to practice in Ohio, Atk^^mss^ mi nirncis. 

3. Re^adem if. priiaEriiy engaged in Jbfe prexlia of envkonieatsj medssinfe. 
Rjespoadeut is bo«d certifi^ by the AiBerican Boards of CsrdiovEsculaf Surgery end 
Genml Swg^, membsrs of tht AntericaE Bosni of Medicel Speelaities. 

4. Respondent is a member of the Americas Academy of Environmentta Medicine and 
the Pen American Allergy SocieJy, and prscKogs medicine putsugat to tlie guidigliaes c^" 
xham professioEi&j associations certifjc^tsonE from ilios*- medicsJ professsonai 
ofgEsizstiofig. 

5 , Respondeat ii" 75 years gf sgs. 



1. The case involves five peiieats thst were diagaossd wita chemlci,! s-?r.sttivity 
and/or eavironmeBtaily sensitivity. 

2. R«S|X3nde£t m&ie these detenriin&tioiu^ based on use of vgriouj, teste, including 
but not limited: SPECT brein scan, pupiliography, thermograpiiy, hesrt ratg variability, 
and intraderraal skin testing for sensitivity ic such things &s: iei aad diesel fuel, naturai 
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gas, titaiuun-L, and Itkb slgae. Tm iniradermel testing was the primary coacera of 
Board rebted to testing because cenain injectionr purported to entrects of jgt ftjel and 
dissel fu$l exhaust fumes ead other chemicals. P,.espOiidcnt denied that Ok. injections 
coataised any immM substances. 

3. Rsspoadest's rr^atraent of thase pstients included: environmenssi cor.trctg; hsc'i 
depurstios thersipy, mtrE-Veaous tbsrapies: OKygea trestments, sue ssntiges injestiong. 
The antigen iryectioa* v\m the prisaEfy coacjsrE of the Boam h€CEUs« cemin injections 
pieportKi to exirsstj? of jei f\ie! and djsssi fuel esbau-st fvsmes and other chenucsJg. 
K.espoatot dmed 4e-4 the antigem consainec any Jwmful substances. 

2. PwS'posdejit during Ms dcpositioE of May 21, 2010 steJed thsJ thers ere no astivc 
chesaicsit In exiy ci tbfe chesnic&l antigens, only the- "tiec&omagaetie JEnprin?" of the 
ch&micil Respoadsn; vesufiec th^J, he uses b iiis '.estiag Hid irestmem of petieau 
sntigsm conteinisg electromg&netic imprint of the foUov/ing: nature! ges; proj^e gas; 
elhsio!: fcnaaldehyde; phenol; unle&ded gEsollne aid jet Ibe). Respoadgci testified thsJ 
lbs FjitigeQ* a^ii ifj fact homeopathic remedier rathe? ShEx* substences contairiing sctud 
chemicals. Resporjdens testified thsX none of the aJitigeriS are ejitracte of tfif, actud 
nitet^>s3s spesined ia. this p&ragrsph, 

3, B<>ett; stEff essertj Respondeat' s tresirsisent is unsupported by medicai resesrcb 
ind k aon'thSKpsutic. i£i addition, Boapd StefT asssrlE- there was £ lack of proper 
informed conssas for these fregfinenu 

<. RgspoMent asserts tl'ist his diegijosiss care, snd treatmeat of tbe t^Dve patient! 
wfe£ appsopriese sad in jxicordaace vdtJi estsblished principles' of mSfdicLafe sad peej 
reviewed erticies disclosed to the BoErd. 

6. Respondeat aaaiittsQ his current Informec? Conserst doouraente did nol diseiose thet 
hif- antigen injestions, wer? not FDA eppfcvsd, sud did act dissloss mM the chemicai 
gMgens mentioned m pEmpsph "2" above contained only the '^"eiectromg.gaetle imprint" 
of thechemicai. 

I. Mitigatipg Factors 

£, In determining the ^propri&t& sEnctions ir this matter, the Paie! considered the 



foliowing mitigating factors: 
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i. Respondent eoopersifed in t^ts investipUor of tiit cliarges- reiated to 
Ms Order. Respondent's coopemUo.% uhrcugia coi.seai to this 
Agreed Ord^, pumsant to the provisions of Section 164.002 the Act, will 
save money resources for thg State o«- Texas. To gvoid fttfther 
investigatjori, hearings, aad the expense uic inconvenienoa of litigation, 
Respondent egre^j ic the eatry of this Agreed Ordei arid tc comply with 
its leims and conditions. 

ii. There were no claims of patleat harm. 

ill. RespoRdsat's patlersts coatinue to .«m|Sport him. 

CQNCLUSIQHSOFT.AW 
Based on the above F Wiiigs, the Eoarf concludes thai: 



1 . The Boffld has. jurisdiction ove.- fee rj^iect msite* and Respondeat pursuant to the 
Act. 

2. Sectioa l64.05l(aX6) of the Ac;, as d^Oasd by Boerd R;;ig §190.g(I), fgilure to 
obtelE fnfonned mtmni ftom the pttieat or other pmoa gytiiorased by lew to corwnt to 
treelinesaoQ thepadeat's beklf before psrfanning te^ts, treESnenig or procedure. 

3. . Se^on 164.001 of the Act authorizss ihe Boere to iisiposg e rsage of discipilaary 
sstiom agslast a person for violation of tlia Act or a Board mis. 

4. Sestion 164.002Ce) of the Aci authorizes m Bc&rC to rcsQlvt s,nci mcics e. 

disposition of this mslter through an Ag««d Ordes-. 

5. SesttoB 164.002(d) of the Act provides that this Agreed Order is a settiment 
a^esmest under Teses Rules of Evidenee for pijrposes of civil Utlgatica 

ORDER 

Based on fee above Fiacir^p smd Conciusiom of Uw, the Board ORDERS th« Respgnde^'i 
shall be subjeci to the fcUov^nng terms mid conditions: 

1 Respoadenl sh^f] present the approved revised Mormcd Consent Pons attE^faed 
to tM. Order, to each and ,v«d' patient who is undergoing or xvill undergo antigen 
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ir.jfccUoai for chemscd/environmsnJal sensifiv-ty ("ITigrapy"). Respond^ra shtdl include 
in the revised informed Consent Fomi, written eisclosur?^ thoii sKpiiciUy steto tht 
foliowifig infom>a£ion: 

H. notice ths; ths There.py being oBTered is ml FDA approved, aa^ that eM^ 
Them?3y is considered, noa-tj-sditiond medicine (this notice shell '^,n@n 
bold, oversized prim): 

b. the effsjtiveaess/ther^uiis value of Therapy is dispute; 

c. ?. Gisslaim^ ttet fonnulEtions prescribed hg?e never teeo tested by tiie FDA 
for QgigraaiaBtion of the actugi contenB or the mcdicsl efectiveness; 

d. a written discisiiaer thit the "therapsutie value" of the TTierapy, if any, has not 
besa establish^ or proven and is subject of dispute. 

e. The foUowing Disclaimers shall be made all capital told type: 

L "THE TMATMENT/ANTIGEK THERAPIES BEING GTII.IZED 
AND BESCEIBED BY RESPONDENT IK THIS WSCLOSUME 
STATiMENT DOES NOT COMTAIM ANY OF THE ACTOAL 
ACriYl A€ENT LISTED, AWB CONTAINS OML¥ 
"ELICTEOMAGNETIC IMPEWT" OF THE AGENT. THE PATIBWT 
IS NOT BEING INJECTEl WITH ACTUAL ACTl¥l AGENTS 
LISTEP OK IHl AKTIGEN« 



IL '^THl TEIATMENT/ANTIGEN THEMAFY BEING FTILISEB 
Am ©ESCRIBED BY RESTOHDENT W THIS BISCLOSURE 
STATEMEKT IS NOT 1NTOSS1B, SANCTIONEB, OR SOTPOHTliJ 
1¥ THE TEXAS MEDICAL BOAR©." 



2. Respondent shall be required to have each patient sign aa BcknowiedgmsaL I'his 
actaowledgmeni is specifically applicable only to those patieate receiving Th&zpy from 
Respondent sad/or employees of his praetict. The sskaowlgdgment shall state that: on 
the iaitiai and/c? fijst viEli, iifler tfie effective date of this CMsr, the patient received ft 
written cc^y of the ktformed Consent describsd io Ordering Paragraph Mo. I , 

3. Re^oadent must ke^p the sip«i ackaowledgement m the medical recorf of essh 
ptignt and aa additional copy of each informed Consent and siped acknowledgement in 
g sepsTEtc file. Tnis aeps^^tg file shall be n3.gie evallgbk to ta? Cosnplianee DIvisioa 
upon ffequesl to verify compliance w<h requirements of Ordering Psregraphs Nos. I and 



In addition,. Respondent shdl not start using eny now Therspy, autigem, or oftter 
forrauiadons that contain any eraounts of the active ingredient of substances that are 
clsssifisd &s ha^ous sub.'itfinces and/or sareinoKeriS by EPA, Agency for Toxic 



3 above. 
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Subsftance Rcgistraiicn Disease Registry (ATSDPn.), OSH/^ or my other- f&der&l or 

stste regulatory agwcy. 

i. Responoeal shaii not ch.engfe, modify, or allsr^ his corrent Bsitigss protocol ts 
pi-qvided ?c Bosrd 'BXsSlmA described during Ms depositioa on May 21, 2010. 

6. Respoadsa: skall comply with all the provisions of the: TeKas Medicei T-;-acUc& 
Act ftne &]i otheT stele and fedeml ststirtes n6|uigtin| the Respoodent's prsotice. 

7. Respondeat shsii fuliy coopgraSx; wiih t^ie Board tmd tiie Boerd stelf, iccludine 
Bosni attorneyj, investigators, complisncg ofTieers, coiisuiusjitSj and other empioyesi or 
agenu of tlie Bo&fd in tmy v/fey [dyoIv^ in investigstior., review, or monitoriag 
assoGiRtsd viatli lles-pondent'e compliaacs Vi-jlh this Order. Fsilurs to fuUy coopsmtte shslJ 
fioastituts 6 viol&tion of this orG&: snd basis for disciplinary actioa ageinst Respondent 
p'oirsugat to the Aa. Cooperetiori v-nlhin the En&sirin£ cf this Egnegment shdl iaciudt 
providiris Board rtsff or d^ipess with seropies of the ^atigeris to be tested. 

t. Respondsel sh&ll inform trie Bosrd in writin[ of aiy chsage of Re-spcmdent'E 
mEiikg or prscUce address vrlihiE \m d?ys cf the sddresjj chsige. l>i.« isfortnatioa ssmli 
b-s subniitted ta the- Permits Depaftmeni and ihfe Director of Complisnee for the Boans. 
Fsiiure to pfovidE such iaformstioE in £ timeiy maaser shsil constitutfi t bEsis for 
discipILnEry actioa by Uie Bosid 8gsiast Respoadeat ptirsusnt to the Act 
f. /ujy N-iolalion of the lerras, conditions, or requirement* of this Ordci by 
Fvespondffiit sbaJ! constitutt; unprofessionii conduct lilcely to deceive or cefrEud th& 
public, and to injure trit; public, £nd simD consitiustg g bssis for disciplia^y action by the 
BoEixi BgEinst Respondent ptirs'UEnt to the AcL Respoadeat shall be provid&d 30-dEy 
ticticg cf £ Ptob&don^ Shovv- Compiiaaos Proceeding to addresi my sdlegatioxj of nort- 
compUeisss of ti^is Agreed Order zs. required by the ivledical Prscticg Act 
10. Hi,& ebove-reffereaced conditions shai^ contiau€ is full force sad effect v/itaouf 
opportunity ioi arneadment, except for clem error in drsfiing, If, after the passage of trie 
12-tnonth period, Rsspondeni v^nshes to seek amendment or tetmiaatioa of these 
conditionE;, Kespoadent mgy pelition the BoaJti in writing, Tne Board may iaquire into 
the request- snd nncy, in its sole discretion, grsnt or detjy the petition without further 
Bppeaf or review. Petitions for modLf^dng or terraitiEtiiig may be filed only once s yesx 
thereaftw. 
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11. This Order resolves in dieir entirety the following houM raatlera concemms 
Respondeat: SOAH Docket No. 503^74032. and investigative Log or cas«NGsao-4iS7 
and 08-1434. The Bosri shall take ao ftirtter aetioa against the Eespondeat with msp&n 
to the thr^ matter referenced above and the Board's fite regarding these matters shell 
be closed, 

RKPONDENT WAIVES ANY FURTHER HEARINGS OR APPEALS TO THE BOARD OE 
TO ANY COURT IN REGARD TO ALL TERMS AND CONDraONS OF TfflS AGREED 
ORDER. RESPONDENT AGREES TOAT TOIS IS A FINAL ORDER. 

THIS ORDER IS A PUBLIC RECORD. 

I. WE,LIAM JAMES REA. M.D., HAVE READ AND UNDERSTAND TIM FOREOOINO 
AGREED OIBER. I UWDBESTAND.THAT BY SIGNING, I WAIVE CERTAIN RIGHTS. I 
SIGN n* VOLUNTASJLY. I UNDBRSTAND THIS AGREED ORDER CONTAINS THE 

mrm agreement Am there is no other agreement of any kind, 

VERBAL, WMTTEN OR OTHERWISE. 

DATED: Q ~J J 2010. 
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SIGNED AND,ENTERED by the pre^idiag officer of «ii§ Texas Medical Board c 
l day of .<K i^.^ijf^ . 201 0. 



Irvln Zeitler, Jr., IJi^^^^resfSiE "~ 
Texas Medicei Board 
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16715CIP 

X. RELATED PROCEEDINGS APPENDIX 

None. 
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